
MEDICOM GRANTS

Date of 
Agreement

Entiti(es) Receiving 
Grant

Title IEP Total Grant Amount Bates Exhibit 7300

4/16/2001 Medicom Worldwide, 
Inc. 

"Effective Pain Management
Techniques and the Changing 
Guidelines to hnprove Pain 
Managment".

$691,200 TEVA_MDL_A_01850067
TEVA_MDL_A_01167083

7300R (Includes grant 
total) and S

12/21/2001 Medicom Worldwide, 
Inc. 

Series of Medical Education Programs to 
be held throughout 2002

$876,620 TEVA_MDL_A_01850173 7300T

2001 TOTAL $1,567,820
3/12/2002 Medicom Worldwide, 

Inc. 
A CME self-study monograph based on 
relevant lectures and poster 
presentations at APS meeting March 14-
17, 2002.

$35,000 TEVA_MDL_A_01850178 7300U

2002 TOTAL $35,000
1/23/2003 Medicom Worldwide, 

Inc. 
2003 Educational Activities for Pain 
Management

$2,252,000 TEVA_MDL_A_01850606 7300V

1/27/2003 Medicom Worldwide, 
Inc. 

Series of Medical Education Programs 
throughout 2003

$368,558 TEVA_MDL_A_01850598 7300A

2/3/2003 Medicom Worldwide, 
Inc. 

Educational Activities - AAPM 2003 $134,375 TEVA_MDL_A_01850590 7300W

3/21/2003 Medicom Worldwide, 
Inc. 

Educational Activities - AAPM&R 2003 $125,468 TEVA_MDL_A_01850619 7300X

12/12/2003 Medicom Worldwide, 
Inc. 

ESP Website and Newsletters $400,000 TEVA_AAMD_00861734 7300B

12/12/2003 Medicom Worldwide, 
Inc. 

Series of 350 educational lectures and 30 
symposia during 2004

$4,368,980 TEVA_MDL_A_01167948 7300Y

12/12/2003 Medicom Worldwide, 
Inc. 

CME satellite symposium at AAPM&R $135,000 TEVA_MDL_A_01167327 7300Z
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MEDICOM GRANTS

12/12/2003 Medicom Worldwide, 
Inc. 

CME Teleconference Series effective pain 
management techniques and the 
changing guidelines to improve pain 
management

$150,000 TEVA_MDL_A_01851421 7300AA

2003 Total $7,934,381
7/2/2004 Medicom Worldwide, 

Inc. 
"Treatment of Chronic Pain in the 
Primary Care Setting" Symposium t at 
PRI MED EAST in Boston, October 31, 
2004

$247,350  TEVA_MDL_A_01851444 7300BB

7/20/2004 Medicom Worldwide, 
Inc. 

Amendment to 350 Live Event reduced 
to 214 events

$2,476,472 TEVA_MDL_A_01851434 7300CC

8/3/2004 Medicom Worldwide, 
Inc. 

"A Blueprint for Successful Opioid 
Management: Providing Care While 
Preventing Misuse and Diversion" 
symposium at the AAPM' s 21st Annual 
Meeting.

$171,750 TEVA_MDL_A_01851208 7300DD

8/24/2004 Medicom Worldwide, 
Inc. 

2004 Medical Education Forum: 
Development and Management of a 
Clinical Experts in Pain Faculty Meeting

$300,000 TEVA_MDL_A_01851427 7300EE

8/26/2004 Medicom Worldwide, 
Inc. 

Clinical Dialogues in Pain Management 
Program

$2,921,000 TEVA_MDL_A_01851401 7300FF

11/15/2004 Medicom Worldwide, 
Inc. 

"The Building Blocks of Breakthrough 
Pain Treatment"  2005 APS Satellite 
Symposium

$191,725 TEVA_MDL_A_01851377 7300GG

12/6/2004 ROI Media Group, 
Inc.

"Emerging Solutions in
Pain"

$2,019,175 TEVA_MDL_A_01851621 7300C

2004 Total $8,327,472
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MEDICOM GRANTS

6/27/2005 MediCom 
Worldwide, Inc. 

Current Practices and Future 
Perspectives in the Management of 
Chronic Pain at 66th American Academy 
of Physical Medicine and Rehabilitation 
(AAPM&R) Annual Assembly, October 
27-30, 2005, in Philadelphia, 
Pennsylvania.

$154,750 TEVA_MDL_A_01852791 7300HH

12/1/2005 Medical Learning 
Solutions, Inc. 

Emerging Solutions in Pain Part A $806,332 TEVA_MDL_A_01855368 7300D

12/1/2005 Medical Learning 
Solutions, Inc. 

Emerging Solutions in Pain Grant  Part B $964,006 TEVA_MDL_A_01855438 7300E

12/1/2005 Medical Learning 
Solutions, Inc. 

Emerging Solutions in Pain Grant Part C $381,901 TEVA_MDL_A_01855509 7300F

2005 Total $2,306,989
10/26/2006 Medicom Worldwide, 

Inc. 
ASPMN symposium and enduring 
materials

$366,610 TEVA_MDL_A_01855189 7300II

11/2/2006 Medicom Worldwide, 
Inc. 

International Association of Pain and 
Chemical Dependency Satellite 
Symposium: Opioid Therapy in Chronic 
Pain with Breakthrough Episodes: 
Therapeutic Advances and their Impact 
on Risk

$246,110 TEVA_MDL_A_01855263 7300JJ

11/20/2006 Medical Learning 
Solutions, Inc. (IEP 
Provider)
MediCom 
Worldwide, Inc. 
(Educational Partner)

Emerging Solutions in Pain Toolkit and 
2007 Initiatives

$2.064,510 TEVA_AAMD_00861369 7300G

12/6/2006 Medical Solutions, 
Inc. (IEP Provider)
MediCom 
Worldwide, Inc. 
(Educational Partner)

2007 Emerging Solutions in Pain Lecture 
Series

$525,397 TEVA_MDL_A_ 03315345 7300H
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12/19/2006 Medicom Worldwide, 
Inc. 

Signal Transduction of Pain: 
Implications for Opioid Therapy,  at the 
26th Annual Meeting American Pain 
Society May 3, 2007 in Washington, DC,

$320,760.00 TEVA_MDL_A_06751788 7300KK

2006 Total $1,458,877.00
7/27/2007 Medical Solutions, 

Inc. (IEP Provider)
MediCom 
Worldwide, Inc. 
(Educational Partner)

Continued Support for the Emerging 
Solutions in Pain /initiative

$1,829,504 TEVA_MDL_A_06763724 7300I

2007 Total $1,829,504
1/25/2008 Medical Learning 

Solutions, Inc.
Emerging Solutions in Pain Meet the 
Experts Exhibit Booth at IASP 2008

$182,506 TEVA_MDL_A_06760054 7300J

5/2/2008 MediCom 
Worldwide, Inc. 
("Provider")
Medical Learning 
Solutions 
("Educational 
Partner'')

2008 Emerging Solutions in Pain Lecture 
in Conjunction with AAPMgmt 2008

$350,423 TEVA_MDL_A_06764039 7300K

5/28/2008 MediCom 
Worldwide, Inc. and
American Society for 
Pain Management 
Nursing.

American Society for Pain Medicine 
Nursing Satellite Symposium" Refining 
the Art of Assessment in the Patient with 
Chronic Pain: The Key to Minimizing 
Risk and Improved Outcomes" and 
Enduring Materials

$388,206 TEVA_AAMD_00861705 7300L

8/20/2008 Medicom Worldwide, 
Inc. 

“Minimizing Risk and Improving 
Outcomes in Chronic Pain: A Focus on 
the Challenge of Communication and 
Interviewing Skills in Assessing Pain 
Patients ”

$252,121 TEVA_MDL_A_00502769 7300M

11/6/2008 Medicom Worldwide, 
Inc. 

Emerging Solutions in Pain Meet the 
Experts Booth

$150,635 TEVA_MDL_A_03315976 7300N

2008 Total $1,323,891
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1/15/2009 Medicom Worldwide, 
Inc. 

Emerging Solutions in Pain $1,617,114 TEVA_MDL_A_06766853 7300O

2009 Total $1,617,114
12/15/2010 Medicom Worldwide, 

Inc. 
ESP Live! At the American Academy of 
Pain Medicine

$50,000.00 TEVA_MDL_A_01174644 7300MM

2010 Total $50,000.00
10/18/2011 Medicom Worldwide, 

Inc. 
"Effective Strategies in
Managing Breakthrough Pain (008626),"

$199,880 TEVA_MDL_A_01176418 7300P

12/5/2011 Medicom Worldwide, 
Inc. 

“Conference Coverage, Live from APS 
2012, 008896”

$75,500 TEVA_MDL_A_01176720 7300Q

2011 Total $275,380

2001 - 2011 TOTAL $26,726,428.00
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Confidential 

101 Washington Street 
Morrisville; PA 19067 

Tel 215-337-9991 
800-408-4242 

Fax 215-337-0960 

Website www.MedicalEd.com 

January 27, 2003 

P. Andrew Pyfer 
Product Director 

Cephalon, Inc. 
145 Brandywine Parkway 

West Chester, PA 193 80 

Dear Mr. Pyfer: 

MediCom Worldwide is accredited by the Accreditation council for continuing Medical 

Education to sponsor continuing medical education for physicians and is an ACPR-approved 

provider of pharmacy continuing education, as well as an approved provider of nursing 

continuing education through the California State Board of Registered Nursing. 

A comprehensive needs assessment has identified interests of health care providers who manage 

patients suffering from pain. Based on this educational need, we are requesting an educational 

grant from Cephalon, Inc. to support the development and implementation of several continuing 

education activities on the subjects of effective pain management techniques and the changing 

guidelines to improve pain management. The budget to fund these activities is approximately 

$368,558.00. 

Proposed Educational Activities for Pain Management 

Continuation of quarterly new letter issued to health care professionals 

Development and production of CME self-study programs on CD to accompany newsletters 

Development of BRC-type announcements of self-study programs on line 

Development, production, and certification of CME monographs 

Continuation of Internet presence, Emerging Solutions in Pain.com 

Adaptation of three to five CME events to online ESP self-study programs 

These scientific activities, will be developed independently and then adapted to enduring CME 

material in various formats, and will comply with all ACCME, FDA, AMA, and ACPE 

regulations for industry-supported professional continuing education. The target audience for 

these activities are pain management specialists, oncologists and anesthesiologists. 

As a supplement to our direct mail and web site announcement of these educational activities, we 

request Cephalon representatives to disseminate information regarding these programs to the 

medical community. 

However, the content of such information is the responsibility of the accredited provider and any 

such distribution will be solely as a supplement to provider's primary method of announcement 

and promotion. 

Thank you, in advance, for your consideration of this request. Should you agree to provide 

funding for this project, Letters of Agreement will be forwarded to you as soon as possible. 

IOI Washington St. 
Morrisville, PA 19067 

215-337-9991 

TEVA MDL A 01850598 - - -
P-29481 _ 00006
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Confidential 

Thank you, in advance, for your consideration of this request. Should you agree to provide 
funding for this project, Letters of Agreement will. be forwarded to you as soon as possible. 

Respectfully, 

~~ ~JJ, ;d 
V C 

Joan Meyer RN, MA 
Executive Director, Continuing Education 

IO I Washington St. 
Morrisville, PA 19067 

215-337-9991 
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Cephalon Review of Education Grant 

The attached Grant amount has been reviewed by members of the l\,ffiP team. 

Program Name: Unrestricted Educational Grant: 

Medicom Worldwide, Inc. 
2003 Educational Activities for Pain Management 

Department Name Date 

Medical Affairs Kiumars Vadiei r~ 
Jess Amchin 

~-'.l Susan Larijani 
IJJ I..] 

Legal Ed Berg 

3fit(v1) 
Marketing Andy Pyfer 

'fJ u~Oj 
Christine Wells 
Paula Castagno 

Confidential TEVA_MDL_A_01850600 
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Confidential 

MEDICALEDUCATION AGREEMENT 
. . . , . . ~ .. . 

101 Washington Street 
· Morrisville, PA 19067 

. lei 215-337'.9991 
800-408-4242 

Fax 215-337-0960 

Website www.MedicalEd.com 

As a condition · of Cephalon, Inc~s : contributibl} · ·of funds to support .a series. of 

independent medical ·education programs (with CME credits), the :scientific and 

Educational Activity provider agrees to the following tenns ·and conditions: 

This Agreement ("Agteement';}is entered intoas of January 27 · , 2003 

by and between Cephalon, Inc. ("Cephalon") and MediCom Worldwide, Inc, __ _ 

("Provider") regarding a series of medical education programs supported by Cephalon to 

be held throughout 2003 . The parties' mutual objectives are to provide a balancedj 

independent, scientificallyfigon:ms program to promote the education of attendees. The 

amount of the educational grant requested is. $368,558.00. · 

. '. . .- . . . . : 

1. Statement of Purpose. This program is · for scientific and educational purposes 

only an~ not to promote arty commercial drug products. 

2. · Cont;ol of Content and Selection of Presenters and' Moderators .. The provider 

is ultimately r~sponsible 'for the control ofcon:tent and ~election of pr~senters and 

moderators .. Cephalon or its agents may respond to requests initiated by the· provider for 

suggestions of presenters or sources of possible presenters. Cephalon wilhuggest more 

than one name (if possible); wiHprovide speaker qualifications; will disclose financial or 

other relationships between Cephalon and speaker; and-will provide this information in 

writing. Provider will s.eek suggestions from other sources, and will, in its,' sole discretion, 

select presenters and moderators'. 

3. Disclosure of Ffoancial Relationships. Provider will direct speakers and 

moderators to d1sclose to the audience oorrimercial support o:r fun~Hng or other significant 

fina:n:cial relationships betweenthe speakers and moderators ancl Cephalon and/or any 

oth~r commercial company whose products are pertinent to the content of the 

presentation. Provider will disclose Cephalon' s support at this program. 

. . . . •, : . . .. . ' . 

4. Involvement in Content. There will be no "scripting," emphasis, or influence 

on content by Cephaion or its agents: However, Cephalon·may provide technical support 

to speakers, e.g. , funiishing slides or data, upon their request. . . 
.. . . . . 

·' 

5. Ancillary Promotional Activities. 'No promotional activities \\;'ill b~ permitted 

in the same room as, or in the obligatory path to, the educational activity. No product 

. advertisements will be permitted.within the program or handouts. 

TEVA_MDL_A_01850601 

P-29481 _ 00009
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Confidential 

6. Objectivity and Balanc_e. Provider .will advise presenters that data/regarding 

Cephalon .products (or competing prod:ucts) are to be objectively selected and presented. 

Provider will provide the opportunity for speakers and the. a_udience to discuss . 

information, both favorable and 1mf'avorable; about the product(s) and/or alt~rnative 

tre·atments. · 

7. · Li~itations of Data . . Provider wiil request the speak~rs, _to :the . extent .possible, . 

.. to disclose'1imits on the data, e.g., .thatit hrvolves ongoing research, interim analyses, 

pr¢liminary data, or uns4ppoite9- opinion'. . . . . . . . 

. 8. -Discussion of.Uriapprove,d :Uses; ]>rovider wiH teques{tm:!,t presenters disclose 

when a prodhct is '11ot approvect :in tile Unite\! SfatesJorJhe .use under discussion. . 
. : . . ' • -· , ( . . . . - . . . . ·. , 

9 . . Aetiq® Risk Management Prograrrt · > .:Provider is aware that ·Actiq {oral 

• transmucocsal ' fentanyl . dtrate) ·. [C~Ill .w~ apprQV~d subject to .a Risk 

M:anagement Program (RMP). · The RMP. includes key safety messages that 

are essential. to the/safe use of this product. They ate: : ·. . . . . . . . . . 

. ·. ► Actiq is 1ndicated · only for the matiagement 'of bre~thro1;1gh cancer 

· pain in patients with maligrian,cies who are already receiving and who . 

. ; are folercmt io opioid therapy for their underlying pcrszstent cancer 

pain. . . . . . · 

... ► . Actiq is .'contraindicated in the inanagemenJ of acute .. dr ppstoperative 

pain, because · life-tl1reatening hypo ventilation could oqctir at any dose 

in P,~tient:S not taking chronic opiates; ' . 

. ► This product must notbe- used in opioid nontolerant patients. 

► Patients \ponsidered op~oid tolerant~~ those wh~ are ·taking at least 60 

: mg· _ Morphine/day, .. 50 ... mcg :tansqeimal fentl;Uiyl/hqur, ·or an 

equjanalgesic dos~ ofaiiother9pi'oi~ for a week or longer . . · .•. . . 

· ► Ihstruct:patients/categivers th~(ACTJQ can be fatal t6 a child. · Keep 

. all units frotn chilq.refrand discard pro.perlyi .. . . 

. to: Opportunity for Debate. Provider will . ensure opportunities fot questioning by 

.· attendees and scientific debate with artd .between presenters_. 
. . . . • . . . . . , 

11 :· Independence 6f Provider ifrthe Use of Contributed Furrds, 

· · (a)funds should be in theJorm of an educational grant made payable to the· 

provider organizaticm. , · · · · ' · 

, (b) Provider mu.st be advised of all other support by Cephalon of the CME 

. activity {e:g.; . distributing brochures, prepari,ng ~lid_~s). ·· 1r Provider disapproves of this 

_ activity, it shl:lll promptly 1n6tifyGep~aloni .· · · . . i 

. . •. :, ' : •. '( c) no other furids froili'Ceph_alon «riJlbe:p~idt~ -the progtani director,facult§, . 

orothers involvedwith this·CME ~ctivity, e;g;, additio~al hmforaria . . , . · .·. . . . . · ·. __ 
I ·,:'_" 

TEVA_MOL_A_01850602 
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Confidential 

12. General. 

(a) Cephaloaagrees to abide by au requirements of the ACCME Standards for • 

Commercial Support of Continuing Medical Education, and acknowledges receipt of a 

copy of those standards.. · · · · · 

. . . . . . . 

· (b) Provider agrees' to: :· (1) abi<le . by .the · A.CCME Standards for Commercial · 

Support· of Con~nuing Medical· Educatfort; (2) . acknowledge educational support from 

Cephalon ii1 .,progtatjl . brochures, syliabi, and other . program m3:terials; : and . (3) upori . 

request, furnish Cephalon with a report concerqitig'the ·expenditure of the funds provided 

byCeph~lo1t . . . . .. . . . . 

. . ; . . . . . : ' .. .. . . . . . •. . . . .. ' . . ' . . . ~ . : .. _ ~ . . . . . . : : . ~ . . . . . 

. IN .. WITNESS \1/HEREDF; the ·Patties ~et~to .tave · executed this Agi:eeni¢nt as of. 
the day an.ff year first above wcittin: ' .· .. . . .·.. .· . , i . 

. . . ' · · · . ' f , • 

MEDIC()M W()RLDWiDE INC. ' ' 
,. . . . . . . . . . , . . 

By: -~~--'-'---~~-,--~ 
Name: . . Joan Meyer .· . 

· Title: · Executive Director, Cont. Ed 
Date: ·. · Janm;uy27, 2003 . •• · · · · · 

CEPHALON; 'INC 

I • • • • • 

By:•.~ ___. 
· Name: · · 

Title: -,-----~~~-----
Date: _. _. --'--~---'--'--~----

APPROVED 
s~ . . . 

' ·. i]'b·q~~ ' . ' ' ' 
. ' , . . 

· ·• fl MANCE .lJF?I 
- . .· .·· ., - . 

TEVA_MDL_A_01850603 
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MediCom Worldwide Inc 
101 Washington Ave 
Morrisville,, PA 19067 

Cephalon, Inc. 
145 Brandywine Parkway 
West Chester, PA X9380 

/ ~ATE 

' VENDOR 

PAID AMOUNT 

$368,558.00 

04/25/2003 

TOTALS 

00152751 

APPLIED AMOUNT 

$368,558 . 00 

,. 

""'1~....dii-3&.-w~~.a:LOOMilAO.Oa~e.di.Cl<!lIDidIQ,1;;J.:a..w.me~:i.ns. ,a,,,k,,,,.,.~, '"·"·''•'·'·"·'"''"··"·'''·--····-'· -'-'''·}\c.•-.·-~ , .. ,.c', ... C,.~-~,,,.~,..,.,,<, ... ,i,,.!"-'"""."''i;;;,;~~;;,~1l1:.Mµ.~ .... ,:,;: 

i ) 

Confidential TEVA_MDL_A_01850604 
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PAYEE NAME: 

ADDRESS: 

INVOICE NUMBER: 

INVOICE DATE: 

DUE DATE: 

ACCOUNTS PAYABLE CHECK REQUEST 

.i 
Medicom Worldwide Inc. 

101 Washington Street 

Morrisville, PA 19067 

n/a 

n/a 

n/a 

P.O. NUMBER (if applicable): n/a 

DESCRIPTION: CME Website and Newsletters 

AMOUNT G/L ACCOUNT NUMBER 
7640 

DEPARTMENT 
63100 

PROJECT 
ACTQ $ 368,558.00 

TOTAL: $ 368,558.00 

Prepared By: 
Extension: 

Department Number: 63100 

Approved By: 

Print Approvers Name: 

Approvers Title: ~ 

Mark here if the check is to be picked up by the preparer: 0 uAuuuuu 

Please note: If there is any documentation to be mailed along with the payment, 

please attach a copy in addition to the copy for Accounting's records 

Accounting Use Only: 

Batch Number: ______ _ 

Voucher Number: _____ _ 

Entry Date: 

4/8/2003 

Confidential TEVA_MDL_A_01850605 

P-29481 _ 00013
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2004 MEDICAL EDUCATION AGREEMENT III 

As a condition of Cephalon, Inc's contribution of funds to support an Internet set for 
healthcare professionals offering a series of independent medical education programs 
(with CME, CPE, and CNE credits), the Scientific and Educational Activity provider 
agrees to the following terms and conditions: 

This Agreement ("Agreement") is entered into as of December 12, 2003 by and 
between Cephalon, Inc. ("Cephalon") and MediCom Worldwide, Inc. ("Provider") 
regarding the customization, redesign, and relaunch of the Emerging Solutions in Pain 
("Website") and the development and production of three ESP newsletters supported by 
Cephalon to be produced and implemented in 2004. 

Cephalon wishes to obtain the programming and the Internet management services of 
MediCom to customize, program, and relauch an existing MediCom-owned and -
managed website, www.EmergingSolutionsinPain.com, (including but not limited to the 
underlying programs and data) as described elsewhere within. Such Website will be 
available for use by healthcare professionals during the term of this funding agreement. 

All elements of the Customization shall remain the exclusive property of MediCom. 
MediCom shall exclusively own all United States and International copyrights and all 
other intellectual property rights in the Website, Program content offered, and any 
associated Databases. The Services performed under this Agreement are considered a 
customization performed at the request of Cephalon to a pre-existing work owned and 
operated by MediCom under a previous educational grant from Cephalon in support of 
this activity during 2003. In the event such ongoing relationship should terminate, 
Medi Com reserves the right to seek other client funding of this Internet endeavor under a 
separate client agreement. 

The parties' mutual objectives are to provide a balanced, independent, 
scientifically rigorous interactive, educational Internet website to promote the education 
of attendees, as well as offer three self-study CME activities via direct mail. The amount 
of the educational grant requested is $400,000 

1. Statement of Purpose. This program is for scientific and educational purposes 
only and not to promote any commercial drug products. 

2. Control of Content and Selection of Presenters and Moderators. The provider 
is ultimately responsible for the control of content and selection of presenters and 

CONFIDENTIAL TEVA_AAMD_00861734 
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moderators. Cephalon or its agents may respond to requests initiated by the provider for 
suggestions of presenters or sources of possible presenters. Cephalon will suggest more 
than one name (if possible); will provide speaker qualifications; will disclose financial or 
other relationships between Cephalon and speaker; and will provide this information in 
writing. Provider will seek suggestions from other sources, and will, in its sole discretion, 
select presenters and moderators. 

3. Disclosure of Financial Relationships. Provider will direct speakers and 
moderators to disclose to the audience commercial support or funding or other significant 
financial relationships between the speakers and moderators and Cephalon and/or any 
other commercial company whose products are pertinent to the content of the 
presentation. Provider will disclose Cephalon's support at this program. 

4. Involvement in Content. There will be no "'scripting," emphasis, or influence 
on content by Cephalon or its agents. However, Cephalon may provide technical support 
to speakers, e.g., furnishing slides or data, upon their request. 

5. Ancillary Promotional Activities. No promotional activities will be permitted 
in the same room as, or in the obligatory path to, the educational activity. No product 
advertisements will be permitted within the program or handouts. 

6. Objectivitv and Balance. Provider will advise presenters that data regarding 
Cephalon products (or competing products) are to be objectively selected and presented. 
Provider will provide the opportunity for speakers and the audience to discuss 
information, both favorable and unfavorable, about the product(s) and/or alternative 
treatments. 

CONFIDENTIAL 

7. Limitations of Data. Provider will request the speakers, to the extent possible, 
to disclose limits on the data, e.g., that it involves ongoing research, interim analyses, 
preliminary data, or unsupported opinion. 

8. Discussion of Unapproved Uses. Provider ·will request that presenters disclose 
when a product is not approved in the United States for the use under discussion. 

9. Actig® Risk Management Program. Provider is aware that Actiq ( oral 
transmucocsal fentanyl citrate) (C-II] was approved subject to a Risk 
Management Program (RMP). The RMP includes key safety messages that 
are essential to the safe use of this product. They are: 

► Actiq is indicated only for the management of breakthrough cancer 
pain in patients with malignancies who are already receiving and who 
are tolerant to opioid therapy for their underlying persistent cancer 
pain. 

► Actiq is contraindicated in the management of acute or postoperative 
pain, because life-threatening hypoventilation could occur at any dose 
in patients not taking chronic opiates. 

► This product must not be used in opioid nontolerant patients. 

TEVA_AAMD_00861735 
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► Patients considered opioid tolerant are those who are taking at least 60 
mg Morphine/day, 50 mcg tansdermal fentanyl/hour, or an 
equianalgesic dose of another opioid for a week or longer. 

► Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep 
all units from children and discard properly. 

10. Opportunity for Debate. Provider will ensure opportunities for questioning by 
attendees and scientific debate with and between presenters. 

I I. Independence of Provider in the Use of Contributed Funds. 

(a) funds should be in the form of an educational grant made payable to the 
provider organization. 

(b) Provider must be advised of all other support by Cephalon of the CME 
activity (e.g., distributing brochures, preparing slides). If Provider disapproves of this 
activity, it shall promptly notify Cephalon. 

(c) no other funds from Cephalon will be paid to the program director, faculty, 
or others involved with this CME activity, e.g., additional honoraria. 

12. General. 

(a) Cephalon agrees to abide by all requirements of the ACCME Standards for 
Commercial Support of Continuing Medical Education, and acknowledges receipt of a 
copy of those standards. 

(b) Provider agrees to: (1) abide by the ACCME Standards for Commercial 
Support of Continuing Medical Education; (2) acknowledge educational support from 
Cephalon in program brochures, syllabi, and other program materials; and (3) upon 
request, furnish Cephalon with a report concerning the expenditure of the funds provided 
by Cephalon. 

IN WllNESS WHEREOF, the parties hereto have executed this Agreement as of 
the day and year first above \\Titten. 

MEDICOM WORLDWIDE, INC. 

f' Cr---Y~ /7"---~--yvV 
,., V 

By: -----------
Name: Joan Mever 
Title: Executive Director. Cont. Ed 
Date: December I 2, 2003 

CEPHALON, INC. 

By:~ 
Nam~------------
Title: __________ _ 
Date: __________ _ 

APPROVED 
'to

-:).\llo\~\\ 
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n■•~R-0•1 ! II ~ Media Gro~1p, Inc. 

101 Washington Street 
Morrisville, PA 19067 

Terrence T erifay 
Cephalon, Inc. 
145 Brandywine Parkway 
West Chester, PA 19380-4245 

December 1, 2004 

Dear Mr. Terifay: 

ROI Media Group, Inc. has recently completed a comprehensive needs assessment to 
identify the educational needs of clinicians who provide care to patients with chronic 
pain. This needs assessment was compiled from the following sources: 

• Clinical advisory review 
• Survey of health care professionals 
• Literature search 

Based on the identified educational need, ROI Media Group is requesting an educational 
grant from Cephalon, Inc. to support the development and implementation of a diverse 
series of activities that shall comprise an initiative entitled Emerging Solutions in Pain, or 
ESP. The ESP initiative will focus on balancing the clinical need to provide adequate 
analgesia to patients with chronic pain with the legal and societal need to monitor for 
potential issues of abuse, addiction and diversion of controlled substances. These 
activities will be designed and planned as follows: 

• Live, peer-to-peer activities; these will include the following: 
- The RESponsible Pain Education Can be Therapeutic, or RESPECT, 

meeting series, as a series of regional meetings accredited for 
physicians, pharmacists and nurses 

- The Meet the Expert Booth, which will be presented at six national 
congresses in 2005, allowing clinicians to interact directly with clinical 
experts in the fields of pain management, abuse, addiction and diversion 

• Print- and multimedia-based activities; these will include the following: 
- A multimedia CD-ROM-based Tool Kit for distribution of the ESP tools 

and resources 
- A website that will act as a repository and resource center for the ESP 

initiative 
- An educational slide kit series 
- Print and multimedia informational pieces highlighting the ESP initiative 

December 1, 2004 Page2 
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Confidential 

The total budget to fund these activities is approximately $2,019,175. Please see the 
detailed budget section of this proposal for complete grant funding proposals. 

These scientific events will comply with all ACCME, FDA, AMA, and ACPE regulations 
for industry-supported professional continuing education. ROI Media Group will work 
with a third party CE vendor of our choice in the planning, execution and development of 
the accredited activities associated with the ESP initiative. 

Thank you in advance for your consideration of this request. 

Respectfully, 

Sheri L. Gavinski 
President, 
ROI Media Group, Inc. 

December 1, 2004 
ROI Media Group, Inc. • 101 Washington Street • Morrisville, PA 19067 

215-337-9991 
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Medi., Group. Inc. 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

Needs Assessment 

More than 80 million Americans live with serious chronic pain that interferes with day-to-day functioning in 
their personal, social, and work lives. Followed by cancer and heart disease, chronic pain is the third 
leading cause of physical impairment in the United States. 1 While pain management may be viewed as 
pure science, there are obstacles to overcome in the effective treatment of pain. The Americans Living 
with Pain Survey {ALPS)2 notes patients' concerns with potential side effects (56%), medication addiction 
(50%), the need for increased usage over time (50%), and the possibility of having to take these drugs for 
the remainder of their lives (49%}. These sentiments are echoed by healthcare providers who 
acknowledge the need for the education of physicians and medical students as essential to the 
prevention and treatment of pain disorders, as well as to the recognition of addictive disorders with regard 
to opioid analgesics.3 

The Emerging Solutions in Pain initiatives are educational awareness programs that will be developed to 
help clinicians address the most critical issues involving the use of opioid analgesics in pain management 
today. These issues include balancing the fundamental rights of patients with the challenge of identifying 
and treating those patients who are at risk for opioid misuse, abuse or diversion; as well as complying 
with the complex regulations involved in prescribing controlled substances. In March 2004, the Office of 
National Drug Control Policy stated, "6.2 million American's were current abusers of prescription drugs."4 

This information, while extremely important and relevant, has raised numerous questions regarding the 
treatment of pain patients, misuse, abuse, diversion of drugs and addiction. Of note, addiction rarely 
occurs among people who use a pain reliever; many studies have shown that properly managed medical 
use of opioid analgesic drugs is prudent and rarely causes clinical addiction, which is defined as 
compulsive, often uncontrollable use.5 The critical aspect of this statement is "properly managed medical 
use"; these programs will define the body of knowledge necessary for health care providers to provide 
safe and effective therapy of pain, to identify and manage addictive disorders in patients with pain and to 
treat pain in individuals with addictive disorders. It will include essential knowledge in overlapping areas of 
interest in the fields of pain medicine and addiction medicine, and will also address guidelines and 
practice standards that medical professionals may assimilate into their treatment of chronic pain patients, 
to effectively balance the assessment for abuse, addiction and diversion potential with the delivery of 
adequate analgesia. 

1 American Academy of Physical Medicine and Rehabilitation. "Conditions That PM&R Physicians Treat," 
from the web at http://www.aapmr.org/condtreat/pain/fibro.htm, last accessed July 1, 2004. 2 New Survey Reals Emerging "Lifestyle of Pain" in America. American Chronic Pain Association Website 
Press Release, May 6, 2004. 
3 American Medical Association, "About the AMA Position on Pain Management Using Opioid 
Analgesics," 2004, from the web at http://www.ama-assn.org/ama/pub/cateqory/11541.html, last 
accessed March 1, 2004. 
4 Office of National Drug Control Policy, "News Release, March 1, 2004" from the web at 
http://www.whitehousedrugpolicy.gov/news/press04/030104.html last accessed May 27, 2004. 5 National Institute on Drug Abuse, "NIDA lnfoFacts," from the web at 
http:/lwww.nida.nih.gov/lnfofax/painmed.html, last accessed March 1, 2004. 
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R·O·I 
Mtdia Group, Inc. 

Program Title 

Program Overview 

Intended Audience 

Format 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

December 1, 2004 

Confidential 

Program Summary 

Emerging Solutions in Pain 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

Emerging Solutions in Pain (ESP) is an ongoing initiative that is being 
developed by physicians for physicians, pharmacists and other healthcare 
professionals, to address some of the most critical issues in pain management 
today. These issues involve balancing the fundamental rights of patients and 
clinicians with the challenge of identifying patients who are at greater or lesser 
risk for opioid misuse and addiction, and with the challenges associated with the 
complex regulations involved in prescribing controlled substances. Through the 
expertise of a cadre of leading pain and addiction medicine experts, the ESP 
program will provide clinicians with guidance in the implementation of good 
practice management techniques, emphasizing favorable interaction with 
regulatory and law enforcement agencies, as well as, effective assessment, 
monitoring and documentation strategies, which will contribute to the overall goal 
of optimizing outcomes for their pain patients. 

The Emerging Solutions in Pain initiatives will be divided into four primary areas: 
in-person communications, print communications; computer-based 
communications and continuing education / distance learning initiatives. Each 
tactic will be specifically developed to highlight the critical messages contained in 
the Emerging Solutions in Pain initiative, and to effectively disseminate 
information regarding efficacious and safe treatment of chronic pain patients to 
health care professionals involved in the care of these patients. 

The primary audience of the Emerging Solutions in Pain initiative will be 
physicians, pharmacists and other health care professionals who provide care to 
patients with chronic pain. 

The Emerging Solutions in Pain initiative is intended to be a multi-faceted 
program, with programs presented in a variety of formats and activity types. 
These programs include accredited programs and non-accredited programs; live, 
peer-to-peer activities; multimedia CD-ROMs, Internet-based activities and 
programs; journal articles; and interactive meeting booths at national association 
meeting and congresses. 

ROI Media will announce and promote Emerging Solutions in Pain initiatives and 
programs through a variety of tactics and methods, including journal 
advertisements; Internet banner advertisements; direct mail; and both multimedia 
and print publications. · 

As a supplement to these primary methods, ROI Media Group may request the 
assistance of Cephalon, Inc. in the dissemination of information regarding this 
program to the medical community. The content of such information, however, is 
the responsibility of ROI Media Group, and any such distribution will solely be as 
a supplement to ROl's primary methods of announcement and promotion. 

$2,019,175 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain 
Summary of Proposed Budget 

December 1, 2004 

Approximate Total, Direct Expenses $ 

Total, Indirect Expenses $ 

Cost of Programming and Duplication of the ESP Tool Kit CD-ROM $ 

Approximate Total, Direct Expenses $ 

Total, Indirect Expenses $ 

Cost of Development and Maintenance of the Emerging Solutions in Pain Website $ 

Approximate Total, Direct Expenses $ 

Total, Indirect Expenses $ 

Cost of Development and Production of the Emerging Solutions in Pain Mini-Disc Slim Jim $ 

Approximate Total, Direct Expenses $ 

Total, Indirect Expenses $ 

Cost of Emerging Solutions in Pain RESPECT Meeting Series $ 

Approximate Total, Direct Expenses $ 

Total, Indirect Expenses $ 

Cost of Development and Production of the Emerging Solutions in Pain Educational Slide Kit Series $ 

Approximate Total, Direct Expenses $ 

Total, Indirect Expenses $ 

Cost of Development, Production and Management of the Emerging Solutions in Pain Meet the Experts $ 
Booth 

Total; 2005 Em~~~iiig S9lutions in P~in lnitia(N~~: :;$ .· ,,_ .. ~.- ·~i:::.:,.<~ ::: __ .·,• ~ • ,• ·.. . , . ·.-~ -~ :,.:. • .':.·) .' h 

Approval Signature Date 

96,550 

99,008 

195,558 

41,850 

215,929 

257,779 

71,730 

54,189 

125,919 

362,900 

290,751 

653,651 

14,350 

69,097 

83,447 

479,455 

223,366 

702,821 

2;019,175 

Note: no work may begin until ROI Media receives, via email or fax, this approval with signature 
and date 
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Program Title 

Program Overview 

Intended Audience 

Program Objectives 

Format 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

December 1, 2004 

Confidential 

Program Summary 

The Emerging Solutions in Pain Tool Kit CD-ROM 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 21 5.337.6100 
Fax 215.337.0960 

ROI Media Group is proposing to create a multi-media CD-ROM of the Emerging 
Solutions in Pain Tool Kit. This Tool Kit will provide health care professionals 
with an extensive array of tools for assessing the potential for abuse, addiction 
and diversion in their patients with chronic pain, for monitoring their pain patients, 
and for accessing information regarding "best practices" in the long-terrn 
management of these patients. The CD-ROM will feature electronic versions of 
all Tools, as well as multi-media case studies, printable documents, references 
and hyperlinks to relevant Web sites, including 
www .EmergingSolutionsinPain.com. 

The primary audience of the Emerging Solutions in Pain Tool Kit CO-ROM will be 
physicians, pharmacists, nurses and other allied health care professionals who 
provide care to patients with chronic pain. 

The Emerging Solutions in Pain Tool Kit CD-ROM will have objectives that 
include providing health care professionals with: 
(1) Tools for assessing the potefltial of abuse, addiction and diversion in their 

chronic pain patients 
(2) Tools for monitoring their patients who are prescribed opioids for chronic pain 
(3) Resources for learning about state and federal guidelines for prescribing 

opioids, and for implementing these guidelines effectively in their practices 
(4) Tools and Resources in an easy-to-use multimedia CD-ROM 

A multimedia CD-ROM 

The Emerging Solutions in Pain Tool Kit CD-ROM will be available through the 
following avenues: 
(1) Through distribution at the Emerging Solutions in Pain Meet the Expert Booth 
(2) Through distribution at the RESPECT Meeting Series 
(3) Through BRC request cards 
(4) Through electronic requests at www.EmergingSolutionsinPain.com 

ROI Media Group will announce and promote the Emerging Solution in Pain Tool 
Kit CD-ROM through the means of distribution outlined above. In addition, all 
Emerging Solutions in Pain initiatives will direct clinicians to 
www.EmergingSolutionsinPain.com, where the Tool Kit CD-ROM will be 
prominently featured. These will include journal advertisements, banner 
advertisements and brochures for the Emerging Solutions in Pain initiative. 

As a supplement to these primary methods, ROI Media Group may request the 
assistance of Cephalon, Inc. in the dissemination of information regarding this 
program to the medical community. The content of such information, however, is 
the responsibility of ROI Media Group, and any such distribution will solely be as 
a supplement to ROl's primary methods of announcement and promotion. 

$195,558 
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Proposal Number: 05-027a 
Date: December 1, 2004 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain: Multimedia CD-ROM Tool Kit 
Proposed Budget 
December 1, 2004 

Program Description 

This proposed budget is for the programming and duplication of a multimedia CD-ROM that will house all 
Tools developed for the Emerging Solutions in Pain Tool Kit, Version 1.0 

'Cqst$4111m~ry. 
Approximate Total, Direct Expenses $ 96,550 

Total, Indirect Expenses $ 99,008 

Cost of Programming and Duplication of the ESP Tool Kit CD-ROM $ 195;558 
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,J&O·I 
Proposal Number: 05-027a 

Date: December 1, 2004 I 5tJ ~ Media Group, loc. 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain: Multimedia CD-ROM Tool Kit 
Proposed Budget 
December 1, 2004 

Detailed Budget Itemization 

._. Dii..ect ,I;*p~'n$¢.Si /fpproxjmate 
Duplication: ESP Tool Kit CD-ROM, Quantity: 50,000 $ 

Four color, two page CD mailer with two inside pockets to house four-color silk-screened CD-ROM plus 
16-page four-color saddle-stitched booklet. 410 + varnish, score, fold , insertion of CD, shrinkwrapping. 

Audio track recording $ 
Professional voice talent narration of Tool Kit instructions, KOL commentary, etc. 

Clinical expert honoraria $ 
Preparation, review of audio commentary 

Printing: Representative BRCs, Quantity: 43,500 $ 
Four color, three panel BRC with perforation, bundled in 25s; each representative to receive four 
bundles of 25. 100# Opus Gloss Cover, 4/4 + varnish, score, fold, perforate, wafer seal. 

Shipping of BRCs to fulfillment center $ 
Postage for returned BRCs (estimated 20% retum) $ 
Postage to ship CDs for BRC requests $ 
Journal advertisement $ 

Journal fees for placement of three advertisements in 2005 
Miscellaneous (non-fulfillment shipping, faxes, etc.) $ 

. . . . 
, . _ j'_: •-:~pprpxi(Tl~te Total, Dite~_t Ex,pe:n:~r!ll. ~: ~-· . .. .. .... 

. ;,. •. ·- tn'Q!t~¢'t1=i{_p~n~~s 
IT/ programming services $ 

Includes programming of multi-media CD-ROM, including user-friendly CD inlerface; programming of 
Tools, instructions and commentary; programming of user request databases; technical assistance 

Graphic design I production services $ 
Includes production of multi-media animation and graphics for CD; adaptation of design for CD case. 
rep BRC, journal advertisements; typesetting, layout. proofing, coordination with print and duplication 
vendors 

Medical / scientific services $ 
Includes content development for rep BRC, journal advertisement, CD booklet 

Fulfillment of CDs in response to returned rep BRCs $ 
Administrative and accounting fees $ 
Project management $ 

Total, Indirect E;xpe.il$.~~ $. 
December 1, 2004 
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43,450 

6,500 

1,500 

15,225 

500 

6,525 

12,000 

10,500 

350 

, ... .9_6J.i,5!t 

30,000 

22,500 

6,000. 

17,400 
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14,486 
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R·O·I 
Media Group. Inc. 

Program Summary 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337 .0960 

Program Title The Emerging Solutions in Pain Web Site 

Program Overview ROI Media Group is proposing to create a multimedia Web Site to house and 
promote the Emerging Solutions in Pain initiative. This Web Site will provide 
health care professionals with an extensive array of tools for assessing the 
potential for abuse, addiction and diversion in their patients with chronic pain, for 
monitoring their pain patients, and for accessing information regarding "best 
practices" in the long-term management of these patients. Registered members 
of EmergingSolutionsinPain.com will be able to access and print available Tools 
and supporting references, view multi-media case studies, read relevant 
literature and journal articles, view schedules for upcoming events such as the 
Meet the Expert Booth, and register for live peer-to-peer meetings that are part of 
the Emerging Solutions in Pain initiative. 

Intended Audience The primary audience of the Emerging Solutions in Pain Web Site will be 
physicians, pharmacists, nurses and other allied health care professionals who 
provide care to patients with chronic pain. 

Program Objectives The goal of the Emerging Solutions in Pain Web Site will be to educate clinicians 
on: 

Format 

Distribution 

Request for 
Sponsor Support 

December 1, 2004 

Confidential 

(1) The need to identify patients who are at increased risk of diversion, addiction 
and/or abuse of pain medications 

(2) The critical importance of treating all pain patients, including those who may 
be at higher risk for abuse, addiction and/or diversion 

(3) The tools and tactics that will assist these clinicians in treating their pain 
patients while maintaining good practice management 

Secondary goals of the Emerging Solutions in Pain Web Site include: 
( 1) To act as a cost-effective method of distribution of the tools in the ESP Tool 

Kit 
(2) To establish a resource for clinicians who are seeking information on pain 

practice management and assessment, documentation and monitoring tools 

A multimedia Web Site, with separate links for assessing and monitoring patients 
whose chronic pain is being treated with opioids; for "best practice" information; 
for journal articles relevant to the Emerging Solutions in Pain initiative; for other 
Emerging Solutions in Pain information and programs 

The Emerging Solutions in Pain Web Site will be available to all individuals via 
the Internet at www.EmergingSolutionsinPain.com. Free registration will be 
required to access the majority of information on the Web Site, including all of the 
Emerging Solutions in Pain Tools and journal articles 

ROI Media Group will announce and promote the Emerging Solution in Pain Web 
Site through journal advertisements, banner advertisements and announcement 
brochures for the Emerging Solutions in Pain initiative. 

As a supplement to these primary methods, ROI Media Group may request the 
assistance of Cephalon, Inc. in the dissemination of information regarding this 

Page 10 
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Media Group. lnc. 

Total Budget: 

December 1, 2004 

Confidential 

Program Summary 

10 I Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

program to the medical community. The content of such information, however, is 
the responsibility of ROI Media Group, and any such distribution will solely be as 
a supplement to ROl's primary methods of announcement and promotion. 

$257,779 
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Proposal Number: 05-028a 
Date: December 1, 2004 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Program Descript;on 

Emerging Solutions in Pain: Website 
Proposed Budget 
December 1, 2004 

This proposed budget is for the development, programming, and 12-month maintenance of the Emerging 
Solutions in Pain Website. Two versions will be launched in 2005: Version 1.0, housing all of the ESP 
Tools, a repository of journal articles, program links and membership; and Version 2.0, with expanded 
multimedia content and services. 

Approximate Total, Direct Expenses 

Total, Indirect Expenses 

Cost of Development and Ma'intetj~~'<:~ ofthe Emerging Soli:i'tio.11$ in Pain 
. W#.~site 

December 1 , 2004 

$ 

$ 

$ 

41,850 

215,929 

257,179 . 
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lWR·O·I Paa Media Group, Inc. 

Proposal Number: 05-028a 
Date: December 1, 2004 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain: Website 
Proposed Budget 
December 1, 2004 

Detailed Budget Itemization 

Clinical expert honoraria 

Three clinical experts, to review website content quarter1y 

Stock photography / illustrations 

Licensing fees for journal article PDFs 

Journal / banner advertisement 
Journal fees for placement of three advertisements in 2005 / advertisement fees for Internet banner 
advertising 

Miscellaneous (non-fulfillment shipping, faxes, etc.) 

. '.· Jl'tf!it~t:t;t;:r~t,S,~$ . 
, .. . · ... . ·~ ·. 

IT/ programming services 

Includes programming of new ESP.com, Version 1.0 and 2.0; programming of new navigation and 
associated Website organization, new membership system/new benefits of membership; set-up of 
functionality associated with housing ESP Tools and journal articles; programming of meeting schedule 
functionality and adaptation of meeting registration functionality; posting new slides; removing unused 
functionality from previous ESP.corn; programming of new graphics and content; coordination with 
Internet and database programming vendors 

Graphic design / production services 

Includes production of new graphics for ESP.com, based upon Summer 2004 ESP Newsletter; 
adaptation of design for journal advertisements; typesetting, layout, proofing, coordination with journals 
and other vendors 

Medical / scientific services 

Includes content development for ESP.com, development of copy for new Web pages, coordination 
with clinical reviewers, development of copy for journal advertisements 

Website maintenance, 12 months total 
Includes all hosting and co-location fees; routine website maintenance; and technical support 

Administrative and accounting fees 
Project management 

Tc,tal;;ln¢tif~¢t~P~rises 

December 1, 2004 
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Media Group, lnc. 

Program Title 

Program Overview 

Intended Audience 

Program Objectives 

Format 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

December 1, 2004 

Confidential 

Program Summary 

The Emerging Solutions in Pain Mini-Disc Publication 

101 Washington Street 
Morrisville, Pennsylvania I 9067 

Phone 215.337 .6100 
Fax 215.337.0960 

ROI Media Group is proposing to develop, program and produce a multimedia, 
animated Mini-Disc that will highlight the Emerging Solutions in Pain initiative, 
focusing on the Emerging Solutions in Pain Web Site and Tool Kit. The Mini-Disc 
will be housed in a Slim Jim-style publication that will describe the Emerging 
Solutions in Pain initiative and the information contained in the attached Mini
Disc. 

The primary audience of the Emerging Solutions in Pain Mini-Disc will be 
physicians, pharmacists, nurses and other allied health care professionals who 
provide care to patients with chronic pain. 

The objectives of the Emerging Solutions in Pain Mini-Disc Publication will 
include the following: 
(1) To increase awareness of the need for the Emerging Solution in Pain 

initiative in the medical community today 
(2) To provide top-line descriptions and examples of the assessment, monitoring 

and practice management tools available through the Emerging Solutions in 
Pain initiative, via the Web Site and Tool Kit 

(3) To advertise the Emerging Solutions in Pain Web Site as a continually 
evolving resource for clinicians involved in the field of pain management 

A multimedia business card-sized (i.e., "Mini-Disc") CD-ROM, housed in a Slim
Jim style brochure-type publication 

The Emerging Solutions in Pain Mini-Disc Publication will be available to health 
care professionals who attend the RESPECT Meeting Series or who visit the 
Meet the Experts Booth. 

ROI Media Group will utilize the Emerging Solutions in Pain Mini-Disc Publication 
to announce and promote the Emerging Solution in Pain initiatives through the 
RESPECT Meeting Series and the Meet the Experts Booth. 

As a supplement to these primary methods, ROI Media Group may request the 
assistance of Cephalon, Inc. in the dissemination of information regarding this 
program to the medical community. The content of such information, however, is 
the responsibility of ROI Media Group, and any such distribution will solely be as 
a supplement to ROl's primary methods of announcement and promotion. 

$125,919 
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fl&QJ 
Proposal Number: 05-029a 

Date: December 1, 2004 

101 Washington SI, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain: Mini-Disc Slim Jim 
Proposed Budget 
December 1, 2004 

Program Description 
This proposed budget is for the development, programming, and production of a multimedia, animated 
Mini-Disc that will highlight the Emerging Solutions in Pain initiative, focusing on ESP .com and the Tool 
Kit. The Mini-Disc will be housed in a Slim Jim that promotes the ESP initiative and the information 
contained in the attached Mini-Disc. 

Approximate Total, Direct Expenses $ 

Total, Indirect Expenses $ 

Cost of Development and Production of (he _Ein~rging 'Solutions in Pain M1hi~ ·. $ 
.. Pilic; ~nm ~iJ91 . 

December 1, 2004 

Confidential 

71,730 

54,189 

125;919 
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Proposal Number. 05-029a 
Date: December 1, 2004 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain: Mini-Disc Slim Jim 
Proposed Budget 
December 1. 2004 

Detailed Budget Itemization 

Mini-Disc Slim Jim duplication and printing 

Includes duplication of business card-type mini CD-ROMs, with 4/0 silk screening; printing of slim jim: 
9-25" x 10" fla1 size, folds to 3.75" x 9", 100# Opus Gloss Cover, 4/4 + varnish; insertion of mini-disc via 
glue dot; wafer-sealing. Quantity: 100,000 

Audio track production 

Includes audio track recording of professional voice talent for use in mini-disc programming; based on 
clinical expert commentary 

Clinical expert honorarium: review 

Clinical expert honorarium: commentary production 

Shipping to fulfillment center 
Miscellaneous (non-fulfillment shipping, faJCes, etc.) 

. · . . 

. . ·'. lri.dif~tt J;tfi~h"$.fifi .. 
IT/ programming services 

. ,, ' ····· . 
. .. 

Includes in-studio production of audio track with professional narration; programming of mini-disc, 
including audio track commentary, multimedia graphics, demo versions of ESP Tools, user-friendly 
splash page and navigation menu, embedded hyper1ink to ESP.com 

Graphic design / production services 

Includes production of new graphics and animations for mini-disc, adaptation of design for slim jim and 
mini-disc silk screen; typesetting and layout of slim jim, proofing, coordination with vendors 

Regulatory / review process services 

Includes preparation of submission copies plus reference support for one round of Cephalon PRC 
review; preparation of mock-ups for one mechanical review; preparation of all materials for one 
DDMAC submission 

Medical/ scientific services 

Includes development of content and copy for mini-disc and slim jirn; coordination with clinical expert(s) 
for review and commentary; adaptation of expert commentary to audio script 

Administrative and accounting fees 

Project management 

·rqt,.1f;IJi_dif~ljtExpe_ns~s 

December 1, 2004 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

64,380 

3,000 

1,500 

1,500 

1,000 

350 

]-1,739 : 

19,500 

12,500 

4,000 

3,000 

5,668 

9,521 

54,189 
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R·O·I 
Media Group, Inc. 

Program Title 

Program Overview 

CE Provider 

Program Summary 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6 100 
Fax 215.337.0960 

The Emerging Solutions in Pain RESPECT Meeting Series 

ROI Media Group is proposing to develop, produce and manage an accredited 
series of regional meetings, directed toward physicians, pharmacists, nurses and 
other health care professionals who are involved in the care of patients with 
chronic pain. These RESPECT, or RESponsible Pain Education Can be 
Therapeutic, meetings will educate clinicians, not only on the role of opioid 
therapy in the chronic pain patient, but also on the critical need to balance 
analgesia with the potential of each patient for abuse, addiction or diversion. 

Based on the need to educate clinicians in the assessment and treatment of 
chronic pain patients who may be at risk for abuse, addiction and diversion, the 
RESPECT Meeting Series will be accredited by a third party CE vendor of our 
choice. 

The RESPECT meetings will be accredited for: 

• CME credit for physicians by the Accreditation Council for Continuing 
Medical Education. Each activity will be approved for a maximum of 
three hours of category 1 credit toward the AMA Physician's Recognition 
Award. 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy 
Education. Each activity will be approved for a maximum of 3.0 credit 
hours (0.3 CEU) for Continuing Pharmacy Education 

• CNE credit for nurses. Each activity will be approved for a maximum of 
3.0 Contact Hours. 

Intended Audience The primary audience of the RESPECT series includes clinicians who provide 
care to patients with pain. These clinicians will include physicians, pharmacists 
and nurses, but may be extended to other clinical and non-clinical members of a 
multi-disciplinary treatment team, such as social workers, case managers, etc. 

Program Objectives The purpose of the RESPECT Meeting Series is to educate clinicians on the key 
tenets of the Emerging Solutions in Pain initiative, focusing on the role of 
appropriate assessment and monitoring techniques, and good practice 
management strategies, in achieving effective interactions between members of 
the treatment team. 

December 1, 2004 

Confidential 

The primary emphasis of the meeting series will be the critical need to involve all 
members of the treatment team in achieving an appropriate balance between 
pain control and minimization of abuse, addiction and diversion. Thus, 
communication among team members will be one topic of discussion, as will the 
appropriate use of the Emerging Solutions in Pain tools and strategies in 
achieving effective interactions between mixed audiences of clinicians. 

The secondary goal of the RESPECT meeting series will be to determine the 
feasibility of establishing regular meetings of these multidisciplinary clinicians in 
their local areas. If interest exists among the clinicians in attendance, follow up 
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Format 

Post-Activity 
Feedback 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

December 1, 2004 

Confidential 

JOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

Program Summary 

will be conducted to confirm that sufficient interest exists to merit a regular 
meeting schedule. If this follow-up indicates that sufficient interest exists among 
local clinicians to establish a regular RESPECT meeting series, ROI will 
coordinate between the local clinicians and appropriate RESPECT faculty to 
develop a meeting schedule, and to identify appropriate topics of discussion and 
coordinate meeting logisitics for initial meetings. Dr. Joseph Shurman has been 
tentatively identified as the lead RESPECT faculty who will be instrumental in 
working with ROI and local clinicians during the establisment of regular local 
RESPECT meetings. 

A series of live, peer-to-peer activities scheduled in 10 cities throughout the 
United States 

Course evaluation forms will be required of all participants who seek to receive 
continuing education credit. ROI will work with the third party CE vendor to 
summarize the information collected from these forms in a formal report to 
evaluate program effectiveness. 

Participants will evaluate the following as excellent, good, fair or poor: 
( 1) Overall content 
(2) Faculty teaching effectiveness 
(3) Format 
(4) Audio/ visual quality 

Participants will also respond to the following questions: 
(1) How well did the program achieve its educational objectives? 
(2) Do you feel the program material was useful and practice-oriented? 
(3) Do you feel that the information provided in this educational activity will aid in 

improving patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic options? 
(5) Would you participate in future educational activities? 

ROI Media and the third party CE vendor will announce and promote the 
RESPECT Meetings primarily through direct mail and advertisement at the 
Emerging Solutions in Pain Web Site. 

As a supplement to these primary methods, ROI Media Group and the third party 
CE vendor may request the assistance of Cephalon, Inc. in the dissemination of 
information regarding this program to the medical community. The content of 
such information, however, is the responsibility of ROI Media Group, and any 
such distribution will solely be as a supplement to ROl's primary methods of 
announcement and promotion. 

$653,651 
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Confidential 

Proposal Number: 05-030a 
Date: December 1, 2004 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain: RESPECT Meeting Series 
Proposed Budget 
December 1 , 2004 

Program Description 

This proposed budget is for the development, production and management of 10 a.ccredited RESPECT 
Meetings in support of the Emerging Solutions in Pain initiatives. 

Pt~gfam P.ar~m¢t~rs 
Number of RESPECT meetings 10 
Presenting faculty per activity 2 

Non-presenting faculty panel members per activity 3 
Health care professional attendees per meeting 50 

Direct mail invitations to health care professionals per activity 2500 

· :Q.q$.t SqipiiJaiy - . 
·· .. . · ·• ·. •. · 

Approximate Total, Direct Expenses $ 362,900 
Total, Indirect Expenses $ 290,751 

Cost of Emerging Solutions ih·Pain RESPECT Meeting Series $ 653;651 
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Proposal Number: 05-030a 
Date: December 1, 2004 

101 Washinglon St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain: RESPECT Meeting Series 
Proposed Budget 
December 1, 2004 

Detailed Budget Itemization 

Qlre~tJ;J(b~fi~¢$, APP((1Xinrate 
Direct mail invitations, mail services, postage $ 

Personalized invitations to be mailed to every potential participant; includes printing, assembly, mail 
services and postage. Postage estimated at $0.37 per direct mail piece 

Direct mail list purchase $ 
Print materials $ 

Includes printing of shell materials for adaptation and use in individualized dinner meeting kits for every 
meeting; meeting kits to include accreditation information, speaker biographical and disclosure 
information, agenda, and handout materials 

Speaker honoraria $ 
Speaker travel (air, OOP, hotel) $ 
Ground transportation $ 
Catering $ 
Audio/visual services $ 
Onsite coordination $ 
Shipping/Fed Ex $ 

.,· ... .AftJ?f<txim.;iWTotil;P!i,e.¢,t,~p¢."tJ~lt~i ·1 

!<> ·. :JfAJit~~U#PJ?fl.'$,~. ::· 
·. ·,: .. .,., ~ -~ .. 

Program development $ 
Includes all labor associated with initial program set-up and development, including creation of text for 
print support materials, graphic design, typesetting and layout of all support materials, and 
development and creation offinal program appearance 

Meeting management $ 
Includes coordination with faculty for content, dates, travel and all other program details 

Recruitment $ 
IT / programming services $ 

Includes programming of online registration capabilities al ESP.com, development and programming of 
registration and participant feedback databases 

Accreditation of program for CME, CPE, CNE $ 
Continuing Education participant certificates $ 
Administrative and accounting fees $ 
Project management $ 
. . , . Totaf, lrji:lfr!?c.l ~~peri~~s ,$ 

December 1, 2004 

Confidential 

20,700 

15,000 

15,000 

90,000 
57,500 
8,000 

79,200 
50,000 
23,500 

4,000 

3_67;\,}Q~ • 

. , .:, , ._ .· ;\ 
100,000 

25,000 

35,000 
15,000 

15,000 
7,500 

44,832 
48,419 

29Q;751 
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Program Title 

Program Overview 

Intended Audience 

Program Objectives 

Format 

Distribution 

Request for 
Sponsor Support 

December 1, 2004 

Confidential 

Program Summary 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

The Emerging Solutions in Pain Educational Slide Kit Series 

ROI Media Group is proposing to develop and produce a series of three 
educational slide kits, of approximately 40-50 slides per kit, for use in the 
Emerging Solutions in Pain initiatives. The slide kit series will be based upon 
diverse topics relevant to the Emerging Solutions in Pain initiatives, and will be 
er)tirely derived from pre-existing sources of information. The first slide kit will be 
based upon Dr. Howard Heit's Universal Precautions, with subsequent slide kits 
based upon the Emerging Solutions in Pain Tool Kit, Consensus Paper and other 
pre-existing related sources of information. Slides will be distributed to Emerging 
Solutions in Pain faculty for use in the RESPECT meeting series via CD-ROM; a 
subset of slides (unalterable JPG format) will be available to registered members 
of the Emerging Solutions in Pain Web Site. 

The primary audience of the Emerging Solutions in Pain Educational Slide Kit 
Series will be Faculty Members who lecture in the RESPECT meeting series, to 
physicians, pharmacists, nurses and other allied health care professionals who 
provide care to patients with chronic pain. The secondary audience of the 
Emerging Solutions in Pain Educational Slide Kit Series will be registered users 
of the Emerging Solutions in Pain Web Site. 

The objective of the Emerging Solutions in Pain Educational Slide Kit Series is to 
provide clinical expert faculty with a detailed set of annotated Power Point slides 
for use in peer-to-peer live programs. The topics of these slides may include: 
(1) Use of Dr. Howard Heit's "Universal Precautions" as a basis for development 

of good practice management techniques 
(2) The issues associated with balancing effective pain control and minimization 

of the risk of abuse, addiction and diversion in pain patients 
(3) The importance of identifying patients at risk for abuse, addiction and 

diversion, and tools and techniques for compassionately treating these 
patients, regardless of their identified risk level 

(4) Effective use of the assessment, monitoring and practice management tools 
in the Emerging Solutions in Pain Tool Kit 

A series of three educational slide kits, composed of 40 - 50 annotated slides per 
kit 

The Emerging Solutions in Pain Educational Slide Kit Series will be available to 
all clinical expert faculty of the Emerging Solutions in Pain initiatives and the 
RESPECT meeting series. In addition, other health care professionals, who are 
registered members of the Emerging Solutions in Pain Web Site will be able to 
access a subset of each slide kit. 

ROI Media Group is promoting the Emerging Solutions in Pain initiatives and the 
RESPECT Meeting Series through a variety of methods, including direct mail, 
publication of a multimedia Mini-Disc, journal and banner advertisements, and 
the Meet the Experts Booth. 

As a supplement to these primary methods, ROI Media Group may request the 
assistance of Cephalon, Inc. in the dissemination of information regarding this 
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Total Budget: 

December 1, 2004 

Confidential 

Program Summary 

10 I Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

program to the medical community. The content of such information, however, is 
the responsibility of ROI Media Group, and any such distribution will solely be as 
a supplement to ROl's primary methods of announcement and promotion. 

$83,447 
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Confidential 

Proposal Number: 05-031a 
Date: December 1, 2004 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain: Educational Slide Kit Series 
Proposed Budget 
December 1, 2004 

Program Description 
This proposed budget is for the development and production of a series of three educational slide kits, of 
approximately 40-50 slides per kit, for use in the Emerging Solutions in Pain initiatives. These slide kits 
will be based upon existing sources of information, including the ESP Tool Kit, White Paper, Universal 
Precautions, and other pre-existing related sources of information. Slides will be distributed to ESP 
faculty via CD-ROM; subset of slides (unalterable JPG format) will be available to registered members of 
ESP.com 

Approximate Total, Direct Expenses $ 

Total, Indirect Expenses $ 

Cost of Development and' Production of the Emerging Soiuti6h$ 111 Pain 
$ Educatip11al Slide.Kit series .· .. 

December 1, 2004 

14,350 

69,097 

83,447 · 
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Confidential 

Proposal Number: 05-031a 
Date: December 1, 2004 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain: Educational Slide Kit Series 
Proposed Budget 
December 1, 2004 

Detailed Budget Itemization 

Clinical expert honoraria, two KOLs 
Miscellaneous (non-fulfillment shipping, faxes, etc.) 

... .. .\fii'Ql,;~c:t ~iiM$'~ 
Medical/ scientific services 

Includes coordination with clinical experts, medical writer for adaptation of ESP educational slides and 
annotations from existing sources; identification of key sources of information, including ESP Tool Kit, 
White Paper, Universal Precautions and other source material; identification of references; 
identification of subset of slides for use and distribution through ESP.com 

Graphic design I production services 

Includes development of slide design based on other ESP initiatives; creation of graphs, charts and 
other images for slides; layout of annotations; proofreading; graphic design of splash screen, 
navigation functions for slide CD; graphic design and layout of CD label 

IT / programming services 

Includes programming of one CD for the slide kit series, with interactive user interface and splash 
screen 

CD duplication 

Includes duplication of slide kit series CD-ROM with 4/0 CD label; insertion into jewel case; quantity: 
100 

Administrative and accounting fees 

Project management 

· .. . J;~@/;!1;iJ/i($.~J,;~~/1s~J 

December 1, 2004 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

~ . .. 

14,000 

350 

:;:, 
25,000 

20,000 

7,500 

500 

3,368 

12,729 

)~!:liQ~l; 
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R·O·I 
Media Group. lnc. 

Program Summary 

JOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.33 7.0960 

Program Title The Emerging Solutions in Pain Meet the Experts Booth 

Program Overview ROI Media Group is proposing to develop and produce the Meet the Experts 
Booth, an . informational and interactive display booth for use at national 
congresses and association meetings. Booth functionality to include a seating 
area for meeting attendees to interact with Emerging Solutions in Pain clinical 
experts; computer terminals featuring interactive displays highlighting the 
Emerging Solutions in Pain initiatives, membership registration for the Emerging 
Solutions in Pain Web Site, and the Emerging Solutions in Pain Tool Kit. 

Intended Audience The primary audience of the Emerging Solutions in Pain Meet the Experts Booth 
will be physicians, pharmacists, nurses and other allied health care professionals 
who provide care to patients with chronic pain and who attend selected national 
association meetings and congresses. Currently suggested meetings include the 
2005 meetings of the AAPM, APS, AANP, AAFP and ASAM. 

Program Objectives The purpose of the Emerging Solutions in Pain Meet the Expert Booth is to 
disseminate information concerning the Emerging Solutions in Pain initiative to 
clinicians practicing in the field of pain management, and to educate those 
clinicians on the assessment and monitoring of pain patients, and on good 
practice management techniques. Clinicians visiting the booth will have 
opportunities to: 
(1) Interact with Emerging Solutions in Pain clinical experts in small discussion 

groups, focusing on tools and strategies that will contribute to a proper 
balance of pain control and abuse/diversion minimization 

(2) On computer terminals, view multi-media, interactive programs highlighting 
the issues associated with minimization of abuse, addiction and diversion, 
the Emerging Solutions in Pain Tool Kit and associated case studies 

(3) Receive copies of the Emerging Solutions in Pain Tool Kit CD-ROM, 
Consensus Paper and other support materials, such as the Mini-Disc 
Publication 

( 4) Gain exposure to the resources available at the Emerging Solutions in Pain 
Web Site, and register as a "member", thereby expediting their ability to 
access online resources 

Format An interactive meeting booth, to be presented at national association meetings 
and congresses and featuring live peer-to-peer interactions with Emerging 
Solutions in Pain clinical experts, as well as interactive, multimedia programs that 
highlight the Emerging Solutions in Pain initiatives. 

Distribution The Emerging Solutions in Pain Meet the Expert Booth will be available at 
selected national association meetings and congresses; meetings identified to 
date include the AAPM, APS, AANP, AAFP and ASAM. The announcement of 
the Booth will be made via direct mail to registered meeting attendees and 
members, and via journal and/or banner advertisements. Information at the 
Booth will be provided by Emerging Solutions in Pain clinical experts and by ROI 
Media staff members. 

December 1, 2004 Page 25 

Confidential TEVA_MDL_A_01851646 

P-29481 _ 00042



07300C.27

R·O·I 
Media Group, Inc. · 

Request for 
Sponsor Support 

Total Budget: 

December 1, 2004 

Confidential 

Program Summary 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

ROI Media Group is promoting the Emerging Solutions in Pain Meet the Experts 
Booth through a variety of methods, including direct mail, publication of a 
multimedia Mini-Disc, and journal and banner advertisements. 

As a supplement to these primary methods, ROI Media Group may request the 
assistance of Cephalon, Inc. in the dissemination of information regarding this 
program to the medical community. The content of such information, however, is 
the responsibility of ROI Media Group, and any such distribution will solely as a 
supplement to ROl's primary methods of announcement and promotion. 

$702,821 

Page26 

TEVA_MDL_A_01851647 

P-29481 _ 00043



07300C.28

■· . ~~O·f p.. ~ Media Group, Inc. 

Proposal Number. 05-032a 
Date: December 1, 2004 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain: Meet the Experts Booth 
Proposed Budget 
December 1, 2004 

Program Description 

This proposed budget is for the development and production of the Meet the Experts Booth, an 
informational and interactive display booth for use at national congresses and association meetings. Booth 
functionality to include a seating area for meeting attendees to interact with ESP KOLs; plasma screen for 
use in KOL presentations; two computer terminals featuring interactive displays highlighting ESP initiatives, 
ESP.com membership registration, and ESP Tool Kit. The ESP Meet the Experts Booth will be presented 
at four national meetings in 2005: MPM (February 24-26, 2005: Palm Springs, CA); APS (March 30-April 
2, 2005: Boston, MA); MNP (June 17-22, 2005: Fort Lauderdale, FL); and MFP (September 28-October 
2, 2005: San Francisco, CA). In addition, a modifed booth will be presented at ASAM (April 14-17; Boston, 
MA), for purposes of distributing information regarding the ESP initiatives. 

Confidential 

Approximate Total, Direct Expenses $ 

Total, Indirect Expenses $ 

Cost of Development, Production, Presentation and M~nag~meht of the 
Emergin. g §olutio!IS· in.Pain M~etthe Experts Bo<>th • •• . • • . I •• • '• • • •• •• •• , - . • ,._. , ·· •• ,<, . 

December 1, 2004 

$ 

479,455 

223,367 

702;82f 
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Confidential 

fl&Q;! 
101 Washington St, Suite 110 
Morrisville. PA 19067 

Proposal Number: 05-032a 
Date: December 1, 2004 

Emerging Solutions in Pain: Meet the Experts Booth 
Proposed Budget 
December 1, 2004 

Detailed Budget Itemization 

P!fe¢t gc?<ft.~n$,(]t;~·· AJfprJix@ilte 
Adaptation of existing booth (design panels, retro fit for multi-media capabilities, etc.) $ 45,000 

Booth staff & KOL unifonn {shirt, ties) $ 1,500 

AAPM Meeting (2l23~27104 Palm Springs, CA) 

Exhibit space (includes liability insurance) $ 14,000 
Booth set-up/tear-down (floor plan, shop prep, installation and dismantling including labor supervision, 
travel) $ 23,380 
Equipment rental (computer units, plasma screen, switcher unit, audio w/ lav mic, electrical, 
telecommunication links, chairs, carpeting, etc.) $ 9,630 

Shipping of booth to meeting site $ 8,025 

Shipping of supplies (mini-discs, Tool Kits, etc) to meeting site - delivery to booth charges $ 2,000 

Badge Reader System (3 units) $ 700 

Booth advertisement 

Direct mail booth advertisement (also used for attendee bag insert, door drop, Cephalon booth) 

Meeting attendee list purchase $ 250 

Printing $ 3,150 

Postage $ 2,590 

Advertisement in meeting catalog/publication (full page, 4/c) $ 1,775 

Attendee bag insert fee 

Door drop fee $ 3,000 

Booth posters, printing $ 750 

KOL expenses: two KOL faculty 

Honoraria $ 10,000 

Meeting registration $ 2,400 

Travel: air, hotel, ground, OOP $ 4,300 

ROI expenses: three ROI staff 

Travel: air, hotel. ground, OOP $ 6,900 

Exhibitor registration $ 300 
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Confidential 

lWR-O·I P.a Media Group.Inc. 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number. 05-032a 
Date: December 1, 2004 

Emerging Solutions in Pain: Meet the Experts Booth 
Proposed Budget 
December 1, 2004 

Detailed Budget Itemization, Continued 

APS Meeting (3/30/04 - 4/2/04 Boston, MA) 

Exhibit space 

Booth set-up/tear-down (floor plan, shop prep, installation and dismantling including labor supervision, 
travel) 

Equipment rental (computer units, plasma screen, switcher unit, audio w/ lav mic, electrical, 
telecommunication links, chairs, carpeting, etc.) 

Shipping of booth to meeting site 

Shipping of supplies (mini-discs, Tool Kits, etc) to meeting site - delivery to booth charges 

Badge Reader System (3 units) 

Booth advertisement 

Direct mail booth advertisement 

Meeting attendee list purchase 

Printing 

Postage 

Advertisement in meeting catalog/publication 

Booth posters, printing 

KOL expenses: two KOL faculty 

Honoraria 

Meeting registration 

Travel: air, hotel, ground, OOP 

ROI expenses: three ROI staff 

Travel: air, hotel, ground, OOP 

Exhibitor registration 

December 1, 2004 

$ 14,000 

$ 20.919 

$ 11,770 

$ 11,235 

$ 2,000 

$ 700 

$ 500 

$ 3,150 

$ 2,590 

$ 1,200 

$ 600 

$ 10,000 

$ 1,200 

$ 4,300 

$ 6,900 

$ 300 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 05--032a 

Date: December 1, 2004 

Emerging Solutions in Pain: Meet the Experts Booth 
Proposed Budget 
December 1, 2004 

Detailed Budget Itemization, Continued 

·.·,.• ··· •· ·· 
, . Dft.~_ctEi{p~ns/~s, 4ppfc;,*f trfaJe, Goiitinuf!ci .. .. 

MNP ·Meeling (6/17-22/04 Ft. Lauderdale, FL) 

Exhibit space $ 9,000 

Booth set-up/tear-down (floor plan, shop prep, installation and dismantling including labor supervision, 
travel) $ 18,779 

Equipment rental {computer units. plasma screen, switcher unit, audio w/ lav mic, electrical, 
telecommunication links, chairs, carpeting, etc.) $ 10,165 

Shipping of booth to meeting site $ 8,025 

Shipping of supplies {mini-discs, Tool Kits, etc) to meeting site• delivery to booth charges $ 2,000 

Badge Reader System (3 units} $ 700 

Booth advertisement 

Direct mail booth advertisement 

Meeting attendee list purchase $ 500 

Printing $ 3,150 

Postage $ 2,590 

Advertisement in meeting catalog/publication $ 1,200 

Booth posters, printing $ 600 

KOL expenses: two KOL faculty 

Honoraria $ 10,000 

Meeting registration $ 1,200 

Travel: air, hotel, ground, OOP $ 4,300 

ROI expenses: three ROI staff 

Travel: air, hotel, ground, OOP $ 6,900 

Exhibitor registration $ 300 
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fl~Ql 
101 Washington St, Suite 110 
Monisville, PA 19067 

Proposal Number: 05-032a 
Date: December 1, 2004 

Emerging Solutions in Pain: Meet the Experts Booth 
Proposed Budget 
December 1, 2004 

Detailed Budget Itemization, Continued 

- .Qitijt;t'.l;J<J?i#.n~11$, · J\pp.tqX!m~t~~ C.ciii@µett . 
AAFP Meeting (9/28/04 -10/2/04 San Francisco, CA) 

Exhibit space $ 14,850 

Booth set-up/tear-down (floor plan, shop prep, installation and dismantling including labor supervision. 
travel) $ 26,590 
Equipment rental (computer units, plasma screen, switcher unit, audio w/ lav mic, electrical, 
telecommunication links, chairs, carpeting, etc.) $ 11,770 
Shipping of booth to meeting site $ 11,235 
Shipping of supplies (mini-discs, Tool Kits, etc) to meeting site - delivery to booth charges $ 2,000 
Badge Reader System (3 units) $ 700 
Booth advertisement 

Direct mail booth advertisement 

Meeting attendee list purchase $ 600 
Printing $ 7,200 
Postage $ 5,920 

Advertisement in meeting catalog/publication $ 12,700 
Doctor Bag insert $ 7,500 
Booth posters, printing $ 600 

KOL expenses: two KOL faculty 

Honoraria $ 10,000 
Meeting registration $ 1,200 
Travel : air, hotel, ground, OOP $ 4,300 

ROI expenses: three ROI staff 

Travel: air, hotel, ground, OOP $ 6,goo 
Exhibitor registration $ 300 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 05-032a 

Date: December 1, 2004 

Emerging Solutions in Pain: Meet the Experts Booth 
Proposed Budget 
December 1, 2004 

Detailed Budget Itemization, Continued 

ASAM Meeting (4/14-17/04 Dallas, TX) 

Exhibit space 

Booth Rental for 8X10 Space 
Booth set-up/tear-down (floor plan, shop prep, installation and dismantling including labor supervision, 
travel) 

Equipment rental (computer units, plasma screen, switcher unit, audio w/ lav mic, electrical, 
telecommunication links, chairs, carpeting, etc.) 

Shipping of booth to meeting site 

Shipping of supplies (mini-discs, Tool Kits, etc) to meeting site - delivery to booth charges 

Booth advertisement 

Direct mail booth advertisement 

Meeting attendee list purchase 

Printing 

Postage 

Advertisement in meeting catalog/publication 

Booth posters, printing 

ROI expenses: three ROI staff 

Travel: air, hotel, ground, OOP 

Exhibitor registration 

Miscellaneous (non-fulfillment shipping, faxes, etc.) 

December 1, 2004 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

1,300 

3,500 

14,499 

5,885 

5,885 

2,000 

750 

1,125 

925 

1,800 

600 

· 5,500 

200 

700 

479,455 
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Proposal Number: 05-032a 
Date: December 1, 2004 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain: Meet the Experts Booth 
Proposed Budget 
December 1, 2004 

Detailed Budget Itemization, Continued 

Medical/ scientific services 

Includes development of content for interactive booth displays, direct mail and meeting advertisements; 
selection of demo clips from ESP.com and Tool Kit; coordination of presentation content with ESP KOLs 

Graphic design / production services 

Includes development of display graphics for booth panels, graphics for interactive booth displays; 
graphic design, typesetting and layout of booth posters and advertisements (direct mail plus meeting 
catalog); proofreading; coordination with print vendors; etc. 

IT/ programming services 

Includes adaptation of ESP Tool Kit and Website demos for use in interactive booth displays; 
programming of interactive displays featuring interactive user-friendly navigation page; modules for ESP 
Tool Kit, Website, Website member registration and poll/evaluation functions; database programming to 
capture Website member registrations and user responses to poll/evaluation questions 

Conference management services 

Includes ROI labor to manage pre-meeting booth set-up, post-meeting booth tear-down; staffing booth 
during meeting; coordination with KOLs pre-meeting, post-meeting and during meeting; coordination with 

• conference vendors, coordination of booth advertising; etc. 

Conference management services: AAPM 

Conference management services: APS 

Conference management services: AANP 

Conference management services: AAFP 

Conference management services: ASAM 

Administrative and accounting fees 

Project management 

December 1, 2004 
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$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

15,000 

25,000 

22,000 

18,000 

14,400 

21,600 

18,000 

14,400 

21,g73 

46,994 

?23,3137 
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EDUCATIONAL GRANT DRAFT REQUEST 

The attached material has been reviewed and is approved: 

Payee: ROI Media Group, Inc. 

Amount: $2,019,175 

Type of Program: Emerging Solutions in Pain 

Submitted for Review: 12/14/2004 

DEPARTMENT NAME 

Scientific Communications Rod Hughes 

Medical Affairs Kiumars Vadiei 

Legal & Government Ed Berg 

Return to: Suzanne Richards, ext. 86532 

SIGNATURE DATE 
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MEDICAL EDUCATION AGREEMENT 

145 8 ranrlywine Parkway 
We•.! Cl10sl•or. PA 19380-424 5 

Id FlO :.> ,l -l f'.)OO 
iJx 6J 0 _.·;,1,i. ,."1CG5 

As a condition of Cephalon, Inc's contribution of funds to support an independent 
medical education program (with or without CME credits), the Scientific and Educational 
Activity provider agrees to the following terms and conditions: 

This Agreement ("Agreement") is entered into as of December 6, 2004 by and 
between Cephalon, Inc. ("Cephalon") and ROI Media Group, Inc. ("Provider") regarding 
a medical education program sponsored by Cephalon entitled "Emerging Solutions in 
Pain". The parties' mutual objectives are to provide a balanced, independent, 
scientifically rigorous program to promote the education of attendees. 

1. Statement of Purpose. This program is for scientific and educational purposes 
only and not to promote any commercial drug products. 

2. Control of Content and Selection of Presenters and Moderators. The provider 
is ultimately responsible for the control of content and selection of presenters and 
moderators. Cephalon or its agents may respond to requests initiated by the provider for 
suggestions of presenters or sources of possible presenters. Cephalon will suggest more 
than one name (if possible); will provide speaker qualifications; will disclose financial or 
other relationships between Cephalon and speaker; and will provide this information in 
writing. Provider will seek suggestions from other sources, and will, in its sole discretion, 
select presenters and moderators. 

3. Disclosure of Financial Relationships. Provider will direct speakers and 
moderators to disclose to the audience commercial support or funding or other significant 
financial relationships between the speakers and moderators and Cephalon and/or any 
other commercial company whose products are pertinent to the content of the 
presentation. Provider will disclose Cephalon's support at this program. 

4. Involvement in Content. There will be no "scripting," emphasis, or influence 
on content by Cephalon or its agents. However, Cephalon may provide technical support 
to speakers, e.g., furnishing slides or data, upon their request. 

5. Ancillary Promotional Activities. No promotional activities will be permitted 
in the same room as, or in the obligatory path to, the educational activity. No product 
advertisements will be permitted within the program or handouts. 

6. Objectivity and Balance. Provider will advise presenters that data regarding 
Cephalon products (or competing products) are to be objectively selected and presented. 
Provider will provide the opportunity for speakers and the audience to discuss 
information, both favorable and unfavorable, about the product(s) and/or alternative 
treatments. 

G:\Med Ed Agreements\ROI - ESP.doc 
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7. Limitations of Data. Provider will request the speakers, to the extent possible, 
to disclose limits on the data, e.g., that it involves ongoing research, interim analyses, 
preliminary data, or unsupported opinion. 

8. Discussion of Unapproved Uses. Provider will request that presenters disclose 
when a product is not approved in the United States for the use under discussion. 

9. ACTIQ Risk Management Program. Provider is aware that ACTIQ® (oral 
transmucosal fentanyl citrate) [C-II] was approved subject to a Risk Management 
Program (RMP). The RMP includes key safety messages that are essential to the safe use 
of this product. They are: 

• ACTIQ is indicated only for the management of breakthrough cancer pain in 
patients with malignancies who are already receiving and who are tolerant to 
opioid therapy for their underlying persistent cancer pain. 

• ACTIQ is contraindicated in the management of acute or postoperative pain, 
because life-threatening hypoventilation could occur at any dose in patients not 
taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 
• Patients considered opioid tolerant are those who are taking at least 60 mg 

Morphine/day, 50 mcg transdermal fentanyl/hour, or an equianalgesic dose of 
another opioid for a week or longer. 

• Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep all units 
from children and discard properly. 

• ACTIQ is intended to be used only in the care of cancer patients and only by 
oncologists and pain specialists who are knowledgeable of and skilled in the use 
of Schedule II opioids to treat cancer pain. 

10. Opportunity for Debate. Provider will ensure opportunities for questioning by 
attendees and scientific debate with and between presenters. 

11. Independence of Provider in the Use of Contributed Funds. 

(a) funds should be in the form of an educational grant made payable to the 
provider organization. 

(b) Provider must be advised of all other support by Cephalon of the CME 
activity (e.g., distributing brochures, preparing slides). If Provider disapproves of this 
activity, it shall promptly notify Cephalon. 

( c) no other funds from Cephalon will be paid to the program director, faculty, 
or others involved with this CME activity, e.g., additional honoraria. 
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12. General. 

(a) Cephalon agrees to abide by all requirements of the ACCME Standards for 

Commercial Support of Continuing Medical Education, and acknowledges receipt of a 

copy of those standards. 

(b) Provider agrees to: (1) abide by the ACCME Standards for Commercial 

Support of Continuing Medical Education; (2) acknowledge educational support from 

Cephalon in program brochures, syllabi, and other program materials; and (3) upon 

request, furnish Cephalon with a report concerning the expenditure of the funds provided 

by Cephalon. 

IN WITNESS WHEREOF, the parties hereto have executed this Agreement as of 

the day and year first above written. 

ROI MEDIA GROUP, INC. 

G:\Med Ed Agreements\RO! - ESP.doc 
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Bill To 

ROI Media Group, Inc. 

101 Washington Street 
Morrisville, PA 19067 

Cephalon, Inc. 
41 Moores Road 
Fraz.er, PA 19355 

Quantity 

P.O. No. 

Description 

Final Third Billing of Emerging Solutions in Pain Program (grant) 

Federal Tax ID 90-0135153 
Thank you! 

Confidential 

\ 

Invoice 
Date Invoice# 

10/27/2005 1313 

Terms Project 

UPON RECEIPT Cephalon 

Rate Amount 

673,000.00 673,000.00 

Total $673,000.00 
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Cephalon® PURCHASE ORDER 
No. 145 BRANDYWINE PARKWAY 

WESTCHESTER, PENNSYLVANIA 19380 

(610) 344-0200 
FAX (610) 738-6311 

Show this Purchase Order Number 
on all correspondence, invoices, 
shipping papers and packages. 013534 

DIRECT ALL INVOICES TO ACCOUNTS PAYABLE DEPARTMENT 
NOT VALID UNTIL A NUMBER IS ASSIGNED! 

QTY UNIT OF DEPT. CODE PROJECT/ 
ORDERED MEASURE G/L ACCT. CAPITAL·CODE 

(,,°2){ 
~&40 ACTQ 

TODAY'S DATE I DATE REQUIRED 
,f ',. ;' .-
I I /.'.- (ti O .:) 

SHIP TO CEPHALON, INC. 

145 BRANDYWINE PARKWAY 

// lwEST CHESTER, PA 19380 

ATTN· S:~Ci.J/Jn (! (<;cli,(.<_rd2 
0 · ?' I <:::Z 1 

)( O lP v v -<.._ 

STOCK NO./DESCRIPTION UNIT PRICE TOTAL 

r, J2~1 ✓ 
1'. () _...,\L. 
;: t· \ 
1 \ \ 

\.j 
' \ l 

_____ __, ___ J__r------'-----+---------------,-------\1\ \\ \ 

SHIP VIA ' \ , ORDER PROCESSOR DATE ORDERED BUYER • ; \\u 
11---------,f---,-7- _-_/_-.. _-! -;--:-, .• \--+-!{+\.~=-c-/) ✓--,.--,------t_~-L--c"_, '_,.,..){.-_.-( ---+-----l\ \ E~iVto ) :_, A i 07 C 

------------'----'"--'---'--"""'-"-----'~=---..L:.l -=-\....:>'---_v__:1:...·( _ _,,,:c_··'---.::::::C<.::· -=--___,_~/::....::-:___:::i::___-1.. ___ ___J' /("~Jr~E, _?.J u / 
1. ·1ec1se send one copy of your invoice. , '.~' ,. 
2 . Order is to be entered in accordance with prices, ,.,·'{7· · y·\/1 

delivery and specifications shown above. / V ' I ri--
3. Notify us immediately ii you are unable to ship 

1
. 1 UTHORIZED BY 

as specified. / . ,n _ j 
f _{ ' nnr J")( ()()~r;;-- \ 

. '; ,. < PRINT NAME 

215-01 

\ / =· / } , : ~ In,.,,...., --- f~.,... 1,.· .L,,· 1 , -
\/ · t · i; Y l '~-l. ( f·---. I ! / •. L--! 

! 
-, _,/ 

/ 

" j 

0 
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Cephalon~ 
145 BRANDYWINE PARKWAY 

WEST CHESTER, PENNSYLVANIA 19380 

(610) 344·0200 
FAX (610) 738·6311 

DIRECT ALL INVOICES TO ACCOUNTS PAYABLE DEPARTMENT 

QTY UNIT OF DEPT. CODE PROJECT/ 
ORDERED MEASURE GIL ACCT. CAPITAL CODE 

ORDER PROCESSOR DA TE ORDERED 

1. Please send one copy of your invoice. 
2. Order is to be entered in accordance with prices, 

delivery and specifications shown above. 
3. Notify us immediately if you are unable to ship 

~c::: c:::n,::::i.rifo:::irl 
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PURCHASE ORDER 

Show this Purchase Order Number 
on all correspondence, invoices, 
shipping papers and packages. 

No. 

NOT VALID UNTIL A NUMBER IS ASSIGNED! 

STOCK NO./DESCRIPTION UNIT PRICE TOTAL 

r 
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2006 

Emerging Solutions in Pain 

Grant Request 

Presented to: 

Edward Hoey 
Cephalon, Inc. 

By: 

Sheri Gavinski 

Medical Learning Solutions, Inc. 

101 Washington Street, Suite HO 

Morrisville, PA 19067 

Tel 215-337-6100 

800-397-977 4 

Fax 800-329-9755 

,:l MLS 
Medical Leaming Solutions, Inc. 
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M·L-S 
101 Washington Street 
Morrisville, PA 19067 

Edward Hoey 
Cephalon, Inc . 
41 Moores Road 
Frazer, PA 19355 

November 28, 2005 

Dear Mr. Hoey: 

Medical Learning Solutions, Inc. has recently completed a comprehensive needs assessment to 
identify the educational needs of clinicians who provide care to patients with chronic pain. This 
needs assessment was compiled from the following sources: 

• Evaluation summaries of completed and ongoing 2005 Emerging Solutions in Pain 
programs and activities 

• Clinical advisory review 
• Survey of health care professionals, including participants in completed and ongoing 

2005 Emerging Solutions in Pain programs 
• Literature search 

Based on the identified educational need, Medical Learning Solutions is requesting an 
educational grant from Cephalon, Inc. to support the continuation and further development of the 
Emerging Solutions in Pain, or ESP, initiatives. This will include the continuation of selected 
ESP programs instituted in 2005, as well as the development and implementation of a diverse 
series of new activities designed to further increase the knowledge and practice management 
skills of those clinicians who provide care to patients with chronic pain. The ESP initiatives will 
continue to focus on balancing the clinical need to provide adequate analgesia to patients with 
chronic pain with the legal and societal need to monitor for potential issues of abuse, addiction 
and diversion of controlled substances . 

These activities will be designed and planned as follows: 

• Fundamental Emerging Solutions in Pain Programs (Grant Request Part A); these will 
include the following: 

- Continuance of the Emerging Solutions in Pain web site 

- Convention of an expanded Emerging Solutions in Pain Faculty Advisory Board, 
to address development of new Tools and areas of focus 

- Enhancements to the Emerging Solutions in Pain content, in the form of new 
Tools and resources 

Page2 
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- An expanded awareness campaign to include coordinated advertising in multiple 
media formats 

- Continuing education initiatives associated with Practical Pain Management, 
featuring in-publication articles focusing on topics relevant to Emerging Solutions 
in Pain 

• Live Emerging Solutions in Pain Educational Events and Activities ( Grant Request Part 
B); these will include the following: 

- Continuance of the Meet the Expert exhibit booth at select, larger association 
meetings and expansion of the Meet the Expert mini-booth at smaller association 
meetings 

- Recreation of the RESPECT meeting series to focus on the provision of trained 
Emerging Solutions in Pain faculty to regional and local meetings of clinician 
associations, grand rounds programs and other similar venues 

- Adaptation of the current RESPECT meeting content to focus on the educational 
needs of single-clinician groups at regional and local meetings of clinician 
associations 

• Programs to Further Expand the Reach of the Emerging Solutions in Pain Educational 
Events and Activities ( Grant Request Part C); these will include the following: 

- Development and implementation of a full-day seminar program, to be held for 
clinical attendees of a national congress, focusing on the intersection of pain 
management and addiction medicine 

- Additional RESPECT meetings, held at regional and local meetings of clinician 
associations, grand rounds programs and other similar venues 

The budget to fund these activities is approximately $964,006 for Grant Request Part A; $806,332 
for Grant Request Part B and $381,901 for Grant Request Part C. Please refer to the detailed 
budget section of this proposal for complete grant funding proposals. 

These scientific events will comply with all ACCME, FDA, AMA, and ACPE regulations for 
industry-supported professional continuing education. MLS will be working with MediCom 
Worldwide, Inc. in the planning, execution and development of the accredited activities 
associated with the ESP initiatives. MediCom Worldwide is accredited by the Accreditation 
Council for Continuing Medical Education to provide continuing medical education for physicians 
and is approved by the Accreditation Council for Pharmacy Education to provide pharmacy 
continuing education, as well as an approved provider of nursing continuing education through 
the California State Board of Registered Nursing. 

Thank you in advance for your consideration of this request. 

Respectfully, 

,11 ·ur{&· /;1 ·:c,.:_,,, . ~ V'r/€::r'J
Sheri L. Gav· ski 
President, 
Medical Learning Solutions, Inc. 
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NEEDS ASSESSMENT 

IOI Washington Streel 
Morrisville, Pennsylvania 19067 

Phone 215.337 .6 100 
Fax 215.337 .0960 

In the United States alone, an estimated 50 million people suffer from some form of chronic pain, and 

another 25 million people suffer acute pain resulting from surgery or an accident.1 Significantly, 

approximately two thirds of patients have been living with their pain for more than five years,2 resulting in 

an alarming decrease, not only in quality of life, but in productivity for these individuals, as well. A survey 

conducted in 2000 reported that 36 million Americans missed work the previous year due to pain, and 83 

million indicated that pain had affected their participation in various activities. 3 

It is well-established that chronic pain is a multi-faceted problem requiring intervention from a range of 
specialists in different disciplines. Over the last decade, governments, professional organizations and 

institutions across the country have taken positive steps to improve physician training in pain 
management and palliative care, in accordance with recommendations issued by the World Health 

Organization.5 These changes are indicators of the increasing recognition of pain relief and palliative 
care as appropriate subjects for professional education . 

The increased focus on appropriate pain management has also resulted in certain challenges that impact 

health care professionals and patients alike. Some of these challenges result from confusion on the part 

of either patients or health care professionals, or both, regarding the potential of narcotic pain 
medications for abuse, addiction, misuse and diversion. Other challenges result from increased media 

attention regarding the prevalence of abuse and diversion, or from a lack of education and understanding 

regarding regulations for appropriate prescription of Schedule II agents. Patients, for example, may 

hesitate to use narcotics over fears of addiction, while health care professionals may be reluctant to 

prescribe opioids over concerns of increased scrutiny or investigation by local, state or federal law 
enforcement officials. When these types of concerns are combined with controversies surrounding the 

lack of scientific data on addiction, complex regulatory policies, and vague practice guidelines, the barriers 
to successful pain management become signtticant; undertreatment of pain is an all-too-common result. 

One often-cited barrier in prescribing opioid analgesics to patients with chronic pain is the perception that 

physicians who treat their patients with these medications will come under increased scrutiny from the 

DEA and other regulatory and/or law enforcement agencies. This perception is due, in part, to 
documented increases in the diversion and sale of oxycodone and hydrocodone products. The source for 

much of this information is a unique epidemiologic network, known as Community Epidemiology Work 

Groups, or CEWG, that is designed to inform drug abuse prevention and treatment agencies, public 

health officials, policymakers, and the general public about current and emerging drug abuse patterns. 
Of the approximately 7,300 narcotic analgesic/opiate items analyzed by forensic laboratories across 19 

CEWG areas in 2004, nearly 91 percent represented four drug classes: hydrocodone (35.3 percent), 
oxycodone (23.1 percent), methadone (19.1 percent), and codeine (13.3 percent) .9 

Page 4 

November28, 2005 

TEVA_MDL_A_01855372 

P-29481 _ 00063



07300D.6

I 

I 

• • • • • • • • • 
■ 

• • • • • • • • 
■ 
■ 

• • • • • • 
■ 
■ 

• • 
Confidential 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337 .0960 

NEEDS ASSESSMENT 

Exhibi1 1 shows 1he number of hydrocodone i1ems in 6 CEWG sites where more than 100 items were 
reported in 2004 

Exhibit 1. Number of Hydrocodone Items Reported by Forensic Laboratories in 6 CEWG Areas, 
Ordered by Percentage of Total Items: FY 2004 

2.4 

Allanta (269i 1.6 

san llego (153i 10 

0.7 

Los Angeles (204) 0.4 

le,, York City (275) e~~~O~◄---....------,.----.-------r---l 
0.0 0.5 1.0 1 5 2.0 2.5 30 

SOURCE NFLIS. DEA 

Exhibit 2 depicts the number of oxycodone items analyzed by forensic laboratories in 6 CEWG areas 
where more than 100 were reported . 

Exhibit 2. Number of Oxycodone Items Reported by Forensic Laboratories in 6 CEWG 
Areas, Ordered by Percentage of Total Items: FY 2004 

Aliladelpllia !527) . , 2.0 

Bostoo 11341 16 

Atlanta (144) 0.9 

New York Qty (267) 04 

Texas (210) 0.◄ 

Ballim:)(e 1131) ~ 0.3 

0.0 0.5 10 15 2.0 25 

SOURCE: NFLIS. DEA 

As can be seen in Exhibi1 1 and Exhibit 2 above, 1here are clearly issues with abuse, misuse and 
diversion associated with some narcotic agents in certain geographic locations. Moreover, in March of 
2004 the Office of National Drug Control Policy stated, "6.2 million Americans were current abusers of 
prescription drugs."6 This information, while extremely important, is not, however, a justification for 
undertreatment of pain, even in those patients who may be identified at higher risk for abuse, misuse, 
addiction or diversion. Many studies have shown, in fact, that properly managed medical use of opioid 
analgesic drugs is effective and rarely causes clinical addiction, which is defined as compulsive, often 
uncontrollable use.

7 
The key to this statement is "properly managed medical use", which consists of a 
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comprehensive pain management program of assessment, monitoring and documentation, consistently 

utilized for all patients with chronic pain. 

If properly managed medical use of opioids is a cornerstone of effective pain management, however, 

even today, many health care professionals lack the understanding, knowledge and tools for appropriate 

use of narcotic medications. Critically, pain management is not a significant area of focus in many 

medical schools, and physicians often graduate with misconceptions regarding appropriate pain 

management practices and techniques. In a recent study of medical students' attitudes toward pain and 

the use of opioid analgesics, half of senior medical students surveyed believed addiction risks associated 

with opioids are substantial , and more than one third were concerned about drug regulatory agency 

investigations. Moreover, these seniors were more pessimistic than freshmen surveyed about relieving 

chronic pain, and they appeared to have less understanding about the sources of pain in cancer patients. 8 

NEEDS ASSESSMENT SURVEYS 

To further define the educational needs of clinicians active in the field of pain management, our group 

conducted a series of surveys in 2005, in which we asked physicians about their practices and the 

therapies that they utilize to provide analgesia. The first survey was conducted among participants in the 

2005 RESPECT meeting series, with a selection of evaluation questions and responses from this survey 

summarized in Exhibit 3, below. 

X I e ect1ons rom t e E h"blt 3 S I f h 2005 RESPECT M eetma p roaram Evaluation Form 

Do you manage patients who are experiencing acute pain? 

Many 44% 

Few 30% 

None 8% 

Do you manage patients who are exr,eriencing chronic pain? 

Many 50% 

Few 24% 

None 6% 

How do vou currentlv manaae oain patients? 

Opioids 25% 

Combination of all methods 16% 

Non-opioids 14% 

OTC medications 10% 

Psychological/social therapy 3% 

Physical therapy 3% 
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Other 

If you don't utilize or:,ioid analgesics, whv? 

Concerns over issues of abuse, misuse, addiction and diversion 

Concerns over federal and state reQulations 

Don't feel ooioids are necessary 

101 Washington Street 

Morrisville, Pennsylvania I 9067 

Phone 2 I 5.337.6100 

Fax 215.337.0960 

3% 

39% 

12% 

8% 

Are pain management interdisciplinary teams a standard of practice in your geographic 

area? 

No 57% 

Yes 24% 

This information collected from the RESPECT meeting participants has been separately validated through 

two needs assessment surveys that question health care professionals regarding their needs for pain

related information. The first of these two surveys provided data regarding clinicians' top interests, 

preferred method of education, and other details regarding continuing education, collected from almost 

1300 clinicians specializing in the field of pain management. The following results demonstrate topics that 

the respondents view to be of high interest in pain management: 

1. Pharmacologic Advances in Pain Management 78% 

2. Chronic Nonmalignant Pain Management 75% 

3. Acute Pain Management 57% 

4. Addiction, Substance Abuse 47% 

5. Cancer Pain Management 41% 

The second of these two surveys was conducted among more than 900 clinicians who participated in pain 

management continuing education programs in 2003 - 2005, and focused specifically on suggested 

topics for future programs. While numerous, diverse program topics were suggested, several core topics 

were suggested repeatedly by more than 130 respondents. These topics included: 

1. Drug abuse and addiction 

2. Treating the chemically dependent with chronic pain 

3. Opioids for the treatment of pain 

4. Narcotics: dosages, indications and contraindications 

5. Assessment guidelines and tools 

6. Pain-related case studies 
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7. Legal issues, including regulations from the DEA, medical board issues and pharmacy law 

matters 

When the results of these surveys are combined, it is clear that additional curriculum and training are 

required to help insure improvements in the delivery of pain relief, to include identifying the: 

► Critical issues involving the use of opioid analgesics 

► Fundamental rights of patients to pain treatment 

► Patients at high risk for opioid misuse, abuse and/or diversion 

► Legal ramifications when prescribing controlled substances 

One of the ways this challenge can be met is through the continuance of continuing education programs 

that focus on pain management in general, and, specifically, the effective use of opioids in patients with 

chronic pain. The goal of such programs must be to support clinicians in improving patient care while 

reducing the potential for abuse, addiction, diversion, and medical regulatory/malpractice liability 

exposures arising from poor pain management practices . 
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Emerging Solutions in Pain (ESP) is an ongoing initiative that was developed by clinicians for 

physicians, pharmacists, nurses and other healthcare professionals who are active in the field of pain 

management. The ESP initiative, which was launched in February of 2005, was created specifically to 

address the issues and critical unmet needs in the field of pain management. These issues specifically 

involve balancing the fundamental rights of patients and clinicians with the challenge of identifying 

patients who are at greater or lesser risk for opioid misuse and addiction, and with the challenges 

associated with the complex regulations involved in prescribing controlled substances. In 2005, the ESP 

initiative included a diverse array of activities and programs, including the development of a multimedia 

CD-ROM-based clinician Tool Kit; a clinician-focused web site for the dissemination of pain management 

information; an exhibit booth that provided clinician attendees of national congresses with information 

regarding the Emerging Solutions in Pain tools and resources; and a series of ten accredited regional 

meetings that focused on the importance of establishing standards of care and the interdisciplinary team 

in proactive pain management. Each of these activities is summarized below . 

The ESP initiative is based upon ongoing input and expertise from a renowned group of clinical experts 

with backgrounds in pain management, addiction medicine, anesthesiology and neurology. These 

experts include those individuals listed in Exhibit 4, below. Based on input from these experts, in 2005, 

the Emerging Solutions in Pain initiative was dedicated to the development, production and dissemination 

of information and tools focused on assessment, monitoring and best practices for treating patients with 

opioids. These experts also provided extensive guidance and input in terms of the most effective 

methods for delivering this information to practicing clinicians . 

Exhibit Four-A: The Emerging Solutions in Pain Faculty Advisory Board 

Gerald M. Aronoff, MD, DABPM, FAAEP 

Chairman, Department of Pain Medicine 
Presbyterian Orthopaedic Hospital 
Charlotte, North Carolina 

Fernando T. Avila, MD 
Private Practice, 
Pain Management and Anesthesiology 
San Antonio, TX 

David B. Brushwood, RPh, JD 
Professor, Pharmacy Health Care Administration 
College of Pharmacy 
University of Florida 
Gainesville, FL 

Daniel M. Gruener, MD 
President, Greater Philadelphia Pain Society 
Clinical Assistant Professor of Psychiatry 
Jefferson Medical College 
Philadelphia, Pennsylvania 
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Clinical Director 
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Englewood Hospital and Medical Center 
Englewood, New Jersey 

Mitchell Halter, MD 
Neurologist 
Integrative Pain Center of Arizona 
Tucson, AZ 

Howard A. Heit, MD, FACP, FASAM 
Assistant Clinical Professor of Medicine, 
Georgetown University School of Medicine 
Washington, DC 

Steven D. Passik, PhD 
Director, Symptom Management and Palliative Care 
Markey Cancer Center 
Associate Professor of Medicine and Behavioral Sciences 
University of Kentucky 
Lexington, Kentucky 

Joseph Shurman, MD 
Anesthesiologist and Pain Consultant 
Scripps Memorial Hospital 
La Jolla, California 
Clinical Assistant Professor and Pain Consultant 
University of California, San Diego 
San Diego, California 

Lynn R. Webster, MD, FACPM, FASAM 
Alpine Pain and Addiction Medicine 
Salt Lake City, UT 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

Exhibit Four-B: Other Contributing Faculty to the Emerging Solutions in Pain Initiatives 
Daniel Bennett, MD 
Daniel Brookoff, MD 
Andrea Cheville, MD 
Doris Cope, MD 
Douglas Gourlay, MD, FRCPC, FASAM 
Jayson Hymes, MD, MPH, FACPM 
Benjamin Johnson, Jr, MD 
Bill McCarberg, MD 
Michael Moskowitz, MD, MPH 
Richard Payne, MD 
Steven Stanos, DO 
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2006 Emerging Solutions in Pain Initiatives 
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The information collected through the first 11 months of the Emerging Solutions in Pain initiative clearly 

indicates that a significant educational need exists for continuing education programs and resources 

devoted to the needs of clinicians who provide care to patients with chronic pain. Based on these 

educational needs, it is recommended that a series of initiatives be implemented in 2006 to continue and 

extend the 2005 Emerging Solutions in Pain programs. These initiatives include the following. 

Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

1. Continuance of the Emerging Solutions in Pain web site at www.EmergingSolutionsinPain.com 

2. Recruitment and convention of an expanded Emerging Solutions in Pain Faculty Advisory Board, 

to address development of new Tools and areas of focus 

3. Enhancements to the Emerging Solutions in Pain content, distributed via the web site and a new 

Tool Kit; enhancements to be based upon Faculty recommendations 

4. Expanded awareness campaign to include coordinated advertising in multiple media formats 

5. Continuing education initiatives associated with Practical Pain Management, featuring in

publication articles focusing on topics relevant to Emerging Solutions in Pain 

Grant Request Part B: Live Emerging Solutions in Pain Educational Events and Activities 

1. Continuance of the Meet the Expert exhibit booth at select, larger association meetings and 

expansion of the Meet the Expert mini-booth at smaller association meetings 

2. Recreation of the RESPECT meeting series to focus on the provision of trained Emerging 

Solutions in Pain faculty to regional and local meetings of clinician associations, grand rounds 

programs and other similar venues 

3. Adaptation of the current RESPECT meeting content to focus on the educational needs of single

clinician groups at regional and local meetings of clinician associations 

Grant Request Part C: Programs to Further Expand the Reach of the Emerging Solutions in Pain 

Educational Events and Activities 

1. Development and implementation of a full-day seminar program, to be held for clinical attendees 

of a national congress, focusing on the intersection of pain management and addiction medicine 

2. Additional RESPECT meetings, held at regional and local meetings of clinician associations, 
grand rounds programs and other similar venues 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

Program Overview: Summary of Work Completed in 2005 

1. THE EMERGING SOLUTIONS IN PAIN (ESP) WEB SITE 

This web-based, comprehensive initiative is designed to meet the needs of physicians, pharmacists, 
nurses and other health care professionals who are actively involved in the management of patients who 
may be or are actively prescribed opioids. This easy-to-access web site is the repository of an invaluable 
and diverse collection of practical tools, resources, information, recent updates, and various other 
programs that reflect the diverse challenges and issues facing pain management clinicians today (Exhibit 
A-1) . 

In addition, members are required to register prior to accessing the fundamental Emerging Solutions in 
Pain resources and tools. This enables tracking of information pertaining to member specialty and Tool 
use, and provides a method for updating site users with information regarding new programs and tools as 
they become available . 

Exhibit A-1: The Emerging Solutions in Pain Home Page 
3ii''lh~"'' lol11Hfl'11w~1duhn1, 11,11,r, f\1,rn,01•1n1,rnrtt>.plr,r, ,.. ='1X 
tk £.ti. """° F-tt.J loot,._, 

C)ll,d, • -,.. ;j ~ .;: f'St,Md'I , f-.-tlK (►. ~• }., ~ .a .. 

e1p:erience , ~ rt pJi11? 
0 .,.,, 

0 70'Jo 

0 ""' 
0 ., .. 

Whatpercenlofeantt1 
p•iop.ilienf 1, 1•c•/ve 
inad,Qtlalt.malgu it 
rreMment? 

Q ID-U% 

0 15--41% 

0 42-65% 

C 66-100'-
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

Since the launch of the Emerging Solutions in Pain website in February, 2005, almost 500,000 hits to the 
site has resulted in more than 17.33 Gigabytes of information being downloaded directly from the ESP 
site to practicing clinicians; more than 77.48 Megabytes of information is downloaded daily. Exhibit A-2 
shows the trend of recent activity on ESP in terms of successful hits over time . 

Report: Hits Graph - EmergingSolutionslnPain.com 

Date Ran e: 02/24/2005 - 09/15/2005 

Hits Graph 

2/2005 

3/2005 

4/2005 

5/2005 

6/2005 

7/2005 

8/2005 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

Exhibit A-3 demonstrates the trend of recent activity on the Emerging Solutions in Pain website, in terms 
of visitor sessions over time. An individual visitor defines a "session" as a series of clicks on ESP during a 
specific period of time. A session is initiated when the visitor arrives at ESP, and it ends when the browser 
is closed or after a period of inactivity. The significant number of monthly sessions is not surprising, given 
the many diverse tools available to practicing clinicians, both as printable documents and as electronic 
downloads . 

Report: Sessions Graph - EmergingSolutionslnPain.com 

Date Ran e: 02/24/2005 - 09/15/2005 

Sessions Graph I 1 1 1 , I , , 

2/2005 

3/2005 

4/2005 

5/2005 

6/2005 

7/2005 

B/2005 

- 1.2,000 User Sessions 

165 

506 

463 

540 

636 

1,359 

--1 

A significant measure of website relevance is the number of credible, non-related web sites linked to the 
site. The number of sites hyperlinked to ESP or that mention the ESP site is a measure of the growing 
influence of the Emerging Solutions in Pain initiative in the pain management community (Exhibit A-4). 

Exhibit A-4 

1. American Physical Therapy Association 
(http://www.apta.org/ AMIT emplate.cfm?Section=Archives2& T emplate=/Customsource/TaggedPa 
ge/PTlssue.cfm&lssue=09/02/2005#article24599) 

2. American Chronic Pain Association (http://www.theacpa.org/pf 03 05.asp) 
3. The L gal Sid of Pain 

(http://www.legalsideofpain.com/index.cfm?fuseaction=page.display&pid=10) 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

4. Find That CE (http://www.findthatce.com/search advanced/detail.php?ceid=844) 

5. Actlq® Educational Offerings (http://www.actig.com/physicians/mededucationD 

6. Pain.com 
(http://www.pain.com/sections/categories of pain/breakthrough/Resources/professional resourc 

es/resource.cfm?id=1341) 

7. Painfoundation.org 
(http://www.painfoundation.org/marylandpain/Downloads/ESP Brief.pdf#search='emergingsolutio 

nsinpain.com') 

8. American Society for Pain Management Nursing (http://www.aspmnhouston.org/about.html) 

9. Doctor's Guide 
(http://www.docguide.com/news/content.nsf/medicalresourcesweb?openform&id-e85e902B5e4B 

7ca885256b1 e00595908&cond=cme-related+sites) 

10. American Alliance of Cancer Pain Initiatives 

(http://www.aacpi.org/PCP webpages/AnalqesicPharm.pdf#search='emergingsolutionsinpain.co 

m') 

2. THE ESP TOOL KIT CD-ROM 

The Emerging Solutions in Pain Tool Kit CD-ROM (Exhibit A-5) provides health care professionals 

with an extensive array of electronic tools that may be used to effectively assess a patient's potential 

for opioid abuse, addiction, and diversion; to monitor the patient who is prescribed opioids; and to 

implement best practices in the management of patients with chronic pain. Every tool featured on this 

CD-ROM is available in electronic format, enabling instant and convenient access to clin icians who 

wish to view the informative multimedia slide-audio programs, the helpful printable documents, or the 

resourceful references and hyper links to access all content instantaneously . 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

Exhibit A-5 

To date, 71,265 Emerging Solution in Pain Tool Kit CD-ROMs have been shipped and/or distributed 
to health care professionals who are involved in pain treatment and management. 

3 . THE ESP MINI-DISC PUBLICATION 

The Emerging Solutions in Pain Mini-Disc was created to focus health care professionals on the 
diverse resources and educational tools available to them via both the Emerging Solutions in Pain 
website and the ESP Tool Kit CD-ROM. The accompanying ESP Slim Jim Publication (Exhibit A-6) 
highlights and describes not only the contents of the attached Mini-Disc, but also the entire Emerging 
Solutions in Pain initiative, as well. In addition, the Publication also features a Business Reply Card 
(BRC), attached along the perforated edge, providing health care professionals with a convenient 
method for requesting the ESP Tool Kit CD-ROM; this BRC is a source of data for future mailings, as 
well. 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

The ESP Mini-Disc Publication is easily distributed at either a RESPECT Meeting Series or at one of 
the Meet the Experts booths. To date, almost 73,000 of the ESP Mini-Disc Publications have been 
shipped or distributed to health care professionals . 

Exhibit A-6 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

4. AWARENESS CAMPAIGN 

In order to create awareness as well as increase the reach and frequency of the Emerging Solutions 
in Pain initiatives, a targeted campaign has been implemented in 2005, with the goal of disseminating 
key information to health care professionals who provide care to patients with chronic pain. This 
campaign has included journal and Internet advertisements, press releases and commentaries . 

Practical Pain Management 

This journal is published for the medical practitioner who is dedicated to helping patients experiencing 
chronic pain. Through a coordinated series of program informational announcements, including one 
press release, one clinical editorial and a series of three back cover or full-page advertisements, key 
Emerging Solutions in Pain messages have reached the 39,000-clinician subscriber list every month 
since May, 2005. As can be seen from the occupational breakout and percentage of total readership 
(Exhibit A-7, below), the top five occupations that clearly deal with the management of pain on a daily 
basis, are now much more familiar with Emerging Solutions in Pain and with the practical services 
and tools created by ESP to support their practice and patients . 
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IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

Exhibit A-7: Practical Pain Management Demographics 

TOTAL PERCENT 
SPECIALTY QUALIAEO OFTOTAL 

Anesthesiology/Pain Med 3.467 9.4 
Dental Specialties 462 1.2 
Emergency Medicine 474 1.3 
Family Practice 6.571 17.6 
General Practice 1,504 4.1 
General Surgery 659 1.8 
tmerna: Medicine 5,736 15.4 
Neurology/Neurosurgery 4.287 11.6 
Ob/Gyn 243 0.7 
Occupational/Industrial Medicine 332 0.9 
Oncology/ Hematology 248 0.7 
Orthopedic Medicine/Surgery 4.283 11.6 
Pain Medicine/Management 1.606 4.3 
Pediatrics 408 1.1 
Physical Med & Rehab/ Sports Med 2.642 7.1 
Radiology: Oncology/ Diagnostic/ lnterventional 413 1.1 
Rheumatology 1.253 3.4 
Other 2.488 6.7 

TOTAL QUALIFIED CIRCULATION 371)76 100.0 

The American Academy of Physical Medicine and Rehabilitation (AAPM&R) Web site: www.aapmr.org 

The American Academy of Physical Medicine and Rehabilitation is a national medical society 
representing more than 7,000 physicians who are specialists in the field of physical medicine and 
rehabilitation. The Emerging Solutions in Pain Meet the Expert Booth will be present at the 2005 
AAPM&R National Meeting, to be held in Philadelphia, PA in October. In conjunction with this 
opportunity, ESP has placed a banner advertisement on the AAPM&R web site that will be viewable and 
will include a click-through link to www.EmergingSolutionsinPain.com until January, 2006. This banner is 
located at: 

http://www.aapmr.org/assemb1y/prelim/aa05l.htm 

The AAPM&R web site reported almost 32,000 user sessions in June, 2005; each of these users will thus 
be potentially exposed to key Emerging Solutions in Pain messages . 
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IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215337.6100 
Fax 2 15.337 .0960 

Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

Program Overview: Proposed 2006 Activities 
The following activities are recommended as the Fundamental Emerging Solutions in Pain Programs in 
2006 . 

1. Continuance of the Emerging Solutions in Pain web site at www.EmergingSolutionsinPain.com 

2. Recruitment and convention of an expanded Emerging Solutions in Pain Faculty Advisory Board, 
to address development of new Tools and areas of focus 

3. Enhancements to the Emerging Solutions in Pain content, distributed via the web site and a new 
Tool Kit; enhancements to be based upon Faculty recommendations 

4. Expanded awareness campaign to include coordinated advertising in multiple media formats 

5. Continuing education initiatives associated with Practical Pain Management, featuring in
publication articles focusing on topics relevant to Emerging Solutions in Pain 
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Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain 
Summary of Proposed Budget, Grant Request Part A 

Fundamental Emerging Solutions in Pain Programs 
November 28, 2005 

Cost Summary 

ESP Website 

Approximate Total, Direct Expenses $ 

Indirect Expenses $ 
Cost of Expansion and Maintenance of the Emerging Solutions in Pain Website $ 

ESP Faculty Advisory Committee Meeting 

Approximate Total , Direct Expenses $ 

Indirect Expenses $ 
Cost of 2006 Emerging Solutions in Pain Faculty Advisory Committee Meeting $ 

ESP Toof Kit 

Approximate Total , Direct Expenses $ 

Indirect Expenses $ 
Cost of Development and Production of Emerging Solutions in Pain Tool Kit, Volume Two $ 

ESP Awareness Campaign 

Approximate Total, Direct Expenses $ 

Indirect Expenses $ 

Cost of 2006 ESP Awareness Campaign $ 
Accredited Journal Article Series 

Approximate Total, Direct Expenses $ 

Indirect Expenses $ 
Cost of PPMJ Accredited Journal Article Series $ 

Total Budget, 2006 Fundamental Emerging Solutions In Pain Programs $ 

Approval Signature 
Date 

22,350 

129,229 

151,579 

71,062 

66,500 

137,562 

45,000 

105,850 

150,850 

45,000 

16,500 

61,500 

216,000 

88,841 

304,841 

806,332 

Note: n work may begin until Medical Learning Solutions receives, via email or fax, this approval with 
signature and dat 
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Program Summary 

101 Washington Street 
Morrisville. Pennsylvania 19067 

Phone 215.337.6100 
Fax 215 .337.0960 

Program Title The Emerging Solutions in Pain Web Site 

Program Overview Medical Learning Solutions is proposing to continue and expand the multimedia 
Web Site that currently houses and promotes the Emerging Solutions in Pain 
initiative. This Web Site provides health care professionals with an extensive 
array of tools for assessing the potential for abuse, addiction and diversion in 
their patients with chronic pain, for monitoring their pain patients, and for 
accessing information regarding "best practices" in the long-term management of 
these patients. Registered members of EmergingSolutionsinPain.com can 
access and print available Tools and supporting references, view video
slide/audio-based case studies, read relevant literature and journal articles, view 
schedules for upcoming events such as the Meet the Expert Booth, and register 
for live peer-to-peer meetings that are part of the Emerging Solutions in Pain 
initiative . 

Intended Audience The primary audience of the Emerging Solutions in Pain Web Site are 
physicians, pharmacists, nurses and other allied health care professionals who 
provide care to patients with chronic pain . 

Program Objectives in 2006, one goal of the Emerging Solutions in Pain Web Site will be to continue 
to provide clinicians with tools and resources for assessing and monitoring the 
risk potential of their patients for opioid misuse, abuse and addiction. New goals 
for the Emerging Solutions in Pain web site include the following: 

(1) Expand the reach of this web site and the important information it contains to 
the following groups: 

a. Non-physician members of the pain management community, 
e.g., nurses, physician assistants, pharmacists 

b. Pain specialists and addictionologists who have not yet 
registered at the web site 

c. Medical students who have an interest in treating pain as part of 
their studies 

d. Physicians who treat pain as part of their practice and who have 
not yet registered at the web site 

(2) Provide new resources and tools for clinicians who are involved in pain 
management. These tools and resources will be identified, in part, at the 
2006 Faculty Advisory Committee Meeting, but may include one or more of 
the following: 

a. Online versions of any new tools developed through the 2006 
Emerging Solutions in Pain initiatives 

b. A searchable database of FAQs, answering the most common 
questions clinicians have pertaining to opioid misuse, abuse and 
addiction 

c. A dynamic online forum in which clinicians may post questions or 
comments for other registered users to respond to, or for one of 
the Emerging Solutions in Pain faculty to answer 

d. An expanded listing of links to other pain management resources 

Format A multimedia Web Site, with separate links for assessing and monitoring patients 
whose chronic pain is being treated with opioids; for "best practice" information; 
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Total Budget: 

November 28, 2005 

Confidential 

Program Summary 

IO I Washington Street 
Morri sville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337 .0960 

for journal articles relevant to the Emerging Solutions in Pain initiative; for other 
Emerging Solutions in Pain information and programs 

The Emerging Solutions in Pain Web Site will be available to all individuals via 
the Internet at www.EmergingSolutionsinPain.com. Free registration will be 
required to access the majority of information on the Web Site, including all of the 
Emerging Solutions in Pain Tools and journal articles 

Medical Learning Solutions will announce and promote the Emerging Solution in 
Pain Web Site through journal advertisements, banner advertisements and 
announcement brochures for the Emerging Solutions in Pain initiative . 

As a supplement to these primary methods, Medical Learning Solutions may 
request the assistance of Cephalon, Inc. in the dissemination of information 
regarding this program to the medical community. The content of such information, however, is the responsibility of Medical Learning Solutions, and any such distribution will solely be as a supplement to MLS' primary methods of 
announcement and promotion. 

$151 ,579 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 06-003 
Date: November 28, 2005 

Expansion and Maintenance of the Emerging Solutions in Pain Website 
Projected Budget Estimate 

November 28, 2005 

Cost Summary 

Approximate Total, Direct Expenses $ 22,350 

Total, Indirect Expenses $ 129,229 

Expansion and Maintenance of the Emerging Solutlons In Pain Website $ 151,579 

Direct Expenses, Approximate 
Clinical expert honoraria $ 17,000 

Honoraria for authorship of monthly column, Clinical Expert Commenta,y; selected In the Know columns 
Topix.net feed 

$ 3,000 
Stock photography/ Illustrations $ 2,000 
Miscellaneous (non-fulfillment shipping, faxes, etc.) 

$ 350 

Approximate Total, Direct Expenses $ 22,350 

Indirect Expenses 
IT/ programming services $ 26,800 

Includes programming of new tools, resources and content, to be determined by consultation with Faculty 
Advisory Committee; coordination with Internet and database programming vendors 

Graphic design/ production services $ 10,500 
Includes production of new graphics associated with new tools and resources 

Medical / scientific services 
$ 33,000 

Includes all content development for ESP.com, development of copy for new Web pages as needed, 
coordination with clinical reviewers, ongoing development of clinical expert commentary, In the News summaries 
and Topix.net feed; maintenance of links and other information 

Website maintenance, 12 months total $ 42,000 
Includes all hosting and co-location fees; routine website maintenance; and technical support 

Administrative and accounting fees 
$ 3,168 

Project management 
$ 13,761 

Total, Indirect Expenses $ 129,229 
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Program Summary 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337 .0960 

Program Title The Emerging Solutions in Pain 2006 Faculty Advisory Board Meeting 

Program Overview The Emerging Solutions in Pain initiative was developed by clinicians for physicians, pharmacists, nurses and other health care professionals involved in the field of pain management. The input and guidance of these clinicians was instrumental in determining the original parameters and scope of the initiative, and remains critical for the ongoing success of future Emerging Solutions in Pain initiatives. Medical Learning Solutions is therefore recommending that the Emerging Solutions in Pain Faculty Advisory Committee reconvene for a one-day meeting in February 2006. At this meeting, the Faculty will address the current needs of clinicians involved in the field of pain management, and identify potential areas for the development of future Emerging Solutions in Pain tools and resources. 

Medical Learning Solutions is recommending that the 2006 Emerging Solutions in Pain Faculty Advisory Committee include all currently active Emerging Solutions in Pain faculty members, as well as a select group of clinicians that have made some contribution to the 2005 Emerging Solutions in Pain initiatives. The members of the Faculty Advisory Committee have therefore been tentatively identified to include those individuals listed below; final Committee selection will be based upon faculty availability; additional names will be added, as needed. 

Daniel Bennett, MD 
Daniel Brookoff, MD 
David B. Brushwood, RPh, JD 
Douglas Gourlay, MD, FRCPC, FASAM 
Jeffrey A. Gudin, MD 
Howard A. Heit, MD, FACP, FASAM 
Benjamin Johnson, Jr. , MD 
Christine Miaskowski, RN, PhD, FAAN 
Steven D. Passik, PhD 
Joseph Shurman, MD 
Steven Stanos, DO 
Lynn R. Webster, MD, FACPM, FASAM 

Int nded Audience The primary audience who will benefit from a reconvention of an expanded Emerging Solutions in Pain Faculty Advisory Committee will be physicians, pharmacists, nurses and other allied health care professionals who provide care to patients with chronic pain, and who utilize opioids in their pain practices. The needs of these clinicians will be specifically addressed at the Advisory Board Meeting, and new Emerging Solutions in Pain tools and resources will be recommended by the Faculty for their use in 2006. 

Pr gram Objectives The purpose of the Emerging Solutions in Pain Faculty Advisory Committee is to provide guidance for future direction of the Emerging Solutions in Pain initiatives. This will require the accomplishment of the following objectives at the Advisory Committee Meeting: 
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Distribution 

Total Budget: 

November 28, 2005 

Confidential 

Program Summary 

101 Washington Street 
Morrisville. Pennsylvania 19067 

Phone 215.337 .6 100 
Fax 2 15.337.0960 

(1) Summarize the activities and programs that comprised the 2005 Emerging 
Solutions in Pain initiatives 

(2) Outline current trends in the use of opioids for the treatment of chronic pain, 
focusing on any new developments in laws or regulations pertaining to the 
prescription of controlled substances; new products and therapies that will be 
available for the treatment of chronic pain; and new reports pertaining to the 
assessment, monitoring or documentation of patients who are prescribed 
opioids 

(3) Based on the above, recommend: 
a. New tools and resources that would meet the unmet needs of 

clinicians who provide care to patients with chronic pain 
b. Changes and updates to the current RESPECT slide modules 

A one-day meeting, to be tentatively held in February 2006. The exact date and 
location of this meeting will be based on the schedules of the attending faculty; it 
is anticipated that this meeting will be held immediately before or after a national 
congress or association meeting which the majority of faculty will attend. Options 
for this meeting include the International Conference on Pain & Chemical 
Dependency in Brooklyn, New York and the American Academy of Pain Medicine 
Meeting in San Diego, California . 

Attendance at the 2006 Emerging Solutions in Pain Faculty Advisory Committee 
Meeting will be determined by past participation in the Emerging Solutions in 
Pain initiatives. Invitations will be issued to currently active faculty members and 
to select faculty who made some contribution to the initiatives in 2005 . 

$137,562 
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Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

C st 

2006 Emerging Solutions in Pain Faculty Advisory Committee Meeting 
Proposed Budget 
November 28, 2005 

Program Parameters 

Attending faculty 11 

Clinical expert moderator 1 

Length of meeting 1 day 

Cost Summary 

Approximate Total, Direct Expenses $ 
Total, Indirect Expenses $ 

71,062 

66,500 

f 2006 Emerging Solutions in Pain Faculty Advisory Committee Meeting $ 137,562 
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Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

2006 Emerging Solutions in Pain Faculty Advisory Committee Meeting 
Proposed Budget 
November 28, 2005 

Detailed Budget Itemization 
Direct Expenses, Aooroximate 

Print materials 

Meeting kits to include agenda, handout materials, current RESPECT meeting slides and 4/c binder $ 
Speaker honoraria (11 faculty member + 1 moderator) $ 
Speaker travel (air, OOP, hotel) $ 
ROI staff travel (air, OOP, hotel) $ 
Ground transportation 

$ 
Venue rental fee 

$ 
Food & Beverage (Dinner, Buffet Breakfast, Buffet Lunch, Two Breaks) $ 
Audio/visual services 

$ 
Transcription 

$ 
Miscellaneous (non-fulfillment shipping, faxes, FedEx, etc.) $ 

Approximate Total, Direct Expenses $ 

Indirect Expenses 
Program development 

$ 
Graphic design 

$ 

Includes all labor associated with initial program set-up and development, including development and production of meeting slides, coordination of print support materials , graphic design, typesetting and layout of all support materials, and development and creation of final program appearance 
Meeting management 

$ Includes faculty management, venue coordination, meeting logistics, travel and all other program details 

Site Inspection 
$ 

Onsite management (four staff members) $ 
Administrative and accounting fees $ 
Project management 

$ 
Total, Indirect Expenses $ 

2,000 

32,500 

13,600 

5,000 

2,400 

1,000 

6,062 

6,000 

1,500 

1,000 

71 ,062 

12,500 

17,000 

13,000 

3,000 

6,000 

2,585 

12,415 

66,500 
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Program Title 

Program Overview 

Intended Audience 

Program Objectives 

Format 

Distribution 

R quest for 
Sp ns r Support 

November 28, 2005 

Confidential 

Program Summary 

The Emerging Solutions in Pain Tool Kit, Volume Two 

JOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215 .337 .6100 
Fax 215.337.0960 

Medical Learning Solutions is proposing to develop new tools and content for the 
Emerging Solutions in Pain Tool Kit, Volume Two. Volume One of the Tool Kit 
provided clinicians with specific tools for assessing the potential for abuse, 
addiction and diversion in their patients with chronic pain, for monitoring their 
pain patients, and for accessing information regarding "best practices" in the 
long-term management of these patients. Volume Two will expand upon the 
tools and resources presented in Volume One, as directed by the Emerging 
Solutions in Pain faculty attending the 2006 Faculty Advisory Committee 
Meeting. 

The new tools and resources that will be included in Volume Two of the Tool Kit 
will be available via a new multi-media CD-ROM, as well as via a downloadable 
series at the Emerging Solutions in Pain web site. 

The primary audience of the Emerging Solutions in Pain Tool Kit Volume Two will 
be physicians, pharmacists, nurses and other allied health care professionals 
who provide care to patients with chronic pain. 

The specific tools and resources that will make up the Emerging Solutions in 
Pain Tool Kit Volume Two will be taken from recommendations made by the 
Emerging Solutions in Pain Faculty. These tools and resources may include the 
following: 
(1) Tools for assessing functionality in patients who are prescribed opioids, such 

as a driving impairment test 
(2) Tools to assist in appropriate documentation of those patients who are 

prescribed opioids, such as chart stickers or downloadable return visit forms 
(3) Resources outlining specific legal issues associated with prescribing opioids 
(4) Case studies of patients who have had issues with misuse, abuse or 

addiction to opioids 

A multimedia CD-ROM and online at www.EmergingSolutionsinPain.com 

The Emerging Solutions in Pain Tool Kit Volume Two will be available through 
the following avenues: 
(1) Through BRC request cards 
(2) Through electronic download at www.EmergingSolutionsinPain.com 
(3) Through distribution at the Emerging Solutions in Pain Meet the Expert Booth 
(4) Through distribution at the RESPECT Meeting Series 

Medical Learning Solutions will announce and promote the Emerging Solution in 
Pain Tool Kit Volume Two through the means of distribution outlined above. In 
addition, all Emerging Solutions in Pain initiatives will direct clinicians to 
www.EmergingSolutionsinPain.com, where Volume Two will be prominently 
featured. These will include journal advertisements, banner advertisements and 
brochures for the Emerging Solutions in Pain initiative. 

As a supplement to these primary methods, Medical Learning Solutions may 
request the assistance of Cephalon, Inc. in the dissemination of information 
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Total Budget: 

November 28, 2005 

Confidential 

Program Summary 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337 .0960 

regarding this program to the medical community. The content of such 
information, however, is the responsibility of Medical Learning Solutions, and any 
such distribution will solely be as a supplement to MLS' primary methods of 
announcement and promotion . 

$150,850 
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Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

2006 Emerging Solutions in Pain Tool Kit, Volume Two 
Proposed Budget 
November 28, 2005 

Cost Summary 

Approximate Total, Direct Expenses 

Total, Indirect Expenses 
Development and Production of the Emerging Solutions In Pain Tool Kit, Volume Two 

Detalled Budget ttemlzat/on 

Direct Expenses, Aooroximate 
0upllcatlon: ESP Tool Kit CD-ROM, Quantity: 10,000 

Four color, two page CD mailer with two inside pockets to house four-color silk-screened CD-ROM plus 16-page four-color saddle-stitched booklet. 4/0 + varnish, score, fold, insenlon of CD, shrinkwrapping. 
Audio track recording 

Professional voice talent narration of Tool Kit instructions, KOL commentary, etc . 
Clinical expert honoraria 

Preparation, review of audio commentary 
Postage for ret1Jrned BRCs* 
Postage to ship CDs for BRC requests* 
Miscellaneous (non-fulfillment shipping, faxes, etc.) 

Approximate Total, Direct Expenses 

Indirect Expenses 
IT / programming services 

Includes programming of multi-media CD-ROM, including user-friendly CD interface; programming ol Tools and resources, instructions and commentary; adaptation ol all Tools and resources to formats appropriate for online posting and use Graphic design I production services 
Includes production of multi-media animation and graphics !or CD; adaptation of design for CD case, rep BRC, journal advertisements; typesetting, layout, proofing, coordination with print and duplication vendors 

Medical / scientific services 
Includes content development for rep BRC, journal advertisement, CD booklet 

Fulfillment of CDs In response to returned rep BRCs 
Administrative and accounting fees 
Proiect manaaernent 

Total, Indirect Expenses 

$ 45,000 

$ 105,850 

$ 150,850 

$ 24,500 

$ 3,500 

$ 9,000 

$ 2,500 

$ 5,000 

$ 500 

$ 45,000 

$ 33,465 

$ 13,500 

$ 37,630 

$ 5,000 

$ 2,543 

$ 13,712 

$ 105,850 

'Note that "BRCs" refers to excess Business Reply Cards printed in 2005 in association with the ESP Slim Jim. BRCs will not be re-printed in 2006. 
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Confidential 

Program Summary 

The Emerging Solutions in Pain Awareness Campaign 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 21 5.337 .6100 
Fax 21 5.337.0960 

Medical Learning Solutions is proposing to increase the number of health care 
professionals who are aware of the Emerging Solutions in Pain initiative through 
the development and implementation of a coordinated series of advertising 
campaigns in 2006. The goal of this awareness campaign is to expand the reach 
of the Emerging Solutions in Pain initiatives to health care professionals who will 
benefit from the educational information presented at the web site, on the Tool 
Kit CD-ROM, at the Meet the Experts Booth and at the RESPECT meeting 
series . 

The primary audience of the Emerging Solutions in Pain Tool Kit Volume Two will 
include physicians, pharmacists, nurses, physician assistants, and other health 
care professionals who provide care to patients with chronic pain. 

The overall objective of the 2006 Awareness Campaign is to increase the 
number of health care professionals who are active in the Emerging Solutions in 
Pain community. The specific objectives will include, but are not limited to: 
(1) Increase the number of registered users at 

www.EmergingSolutionsinPain.com 
(2) Increase the number of user sessions at www.EmergingSolutionsinPain.com 
(3) Increase the total amount of information downloaded at 

www.EmergingSolutionsinPain.com 

Journal and banner advertisements 

The 2006 Emerging Solutions in Pain Awareness Campaign will include, but is 
not limited to: 
(1) Journal advertisements in Practical Pain Management Journal 
(2) Banner advertisements at select professional pain management organization 

web sites 

Medical Learning Solutions will coordinate the Emerging Solution in Pain 
Awareness Campaign through the means of distribution outlined above. 

As a supplement to these primary methods, Medical Leaming Solutions may 
request the assistance of Cephalon, Inc. in the dissemination of information 
regarding this program to the medical community. The content of such 
information, however, is the responsibility of Medical Learning Solutions, and any 
such distribution will solely be as a supplement to MLS' primary methods of 
announcement and promotion. 

$61,500 
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Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 11 0 
Morrisville, PA 19067 

2006 Emerging Solutions in Pain Awareness Campaign 
Proposed Budget 
November 28, 2005 

Cost Summary 

Approximate Total, Direct Expenses 

Total, Indirect Expenses 
Development and Implementation of the 2006 Emerging Solutions in Pain 

Awareness Campaign 

Detailed Budget Itemization 

Direct Expenses, Approximate 
Journal advertisements, 12 months 

Four-color, full-page advertising series in selected pain management journals 
Banner advertisements, 6 months 

Advertising campaign at select professional organization web sites, to occur in conjunction with annual congresses and association meetings 
Miscellaneous (non-fulfillment shipping, faxes, etc.) 

Approximate Total, Direct Expenses 

Indirect Expenses 
Graphic design / production services 

Medical / scientific services 

Administrative and accounting fees 
Project management 

Total, Indirect Expenses 
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$ 45,000 

$ 16,500 

$ 61,500 

$ 40,200 

$ 4,200 

$ 600 

$ 45,000 

$ 8,750 

$ 2,000 

$ 750 

$ 5,000 

$ 16,500 
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Program Title 

Program Overview 

CE Provider 

Program Summary 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 2 15.337.0960 

The Emerging Solutions in Pain Accredited Article Series 

Medical Learning Solutions is proposing to develop and produce an accredited series of eight journal articles, directed toward physicians, pharmacists, nurses and other health care professionals who are involved in the care of patients with chronic pain. This series of accredited articles will be initially published in the Practical Pain Management Journat, all articles will be available for credit online at the Emerging Solutions in Pain web site, as well . 

Based on the need to educate clinicians in the assessment and treatment of chronic pain patients who may be at risk for abuse, addiction and diversion, the The Emerging Solutions in Pain Accredited Article Series will be accredited by a third party CE vendor of our choice . 

All articles in the Accredited Article Series will be accredited for: 

• CME credit for physicians by the Accreditation Council for Continuing 
Medical Education. Each activity will be approved for a maximum of one hour of category 1 credit toward the AMA Physician's Recognition Award. 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy 
Education. Each activity will be approved for a maximum of 1.0 credit hour (0.1 CEU) for Continuing Pharmacy Education 

• CNE credit for nurses. Each activity will be approved for a maximum of 1.0 Contact Hours. 

Int nded Audience The primary audience of The Emerging Solutions in Pain Accredited Article Series includes physicians, pharmacists, nurses and other health care professionals who provide care to patients with pain. 

Program Objectives The purpose of The Emerging Solutions in Pain Accredited Article Series is to educate clinicians on key topics relating to the Emerging Solutions in Pain initiatives. These topics may include, but are not limited to, the following: 

November 28, 2005 

(1) Assessing functionality in patients prescribed opioids for chronic pain 
(2) Urine drug testing and other methods for monitoring patients who are prescribed opioids 
(3) Determining relative risk of opioid abuse 
(4) Issues relating to drug testing in patients who are prescribed opioids 
(5) Standards of care in pain management 
(6) The importance of interdisciplinary teams in effective pain management (7) Neurobiology of addiction 
(8) Legal issues associated with the prescription of opioids 

Page 34 

Confidential TEVA_MDL_A_01855402 

P-29481 _ 00093



07300D.36
I 

I 
I 
I 

I 
I 
I 

• 
■ 

• • .. 

Format 

Post-Activity 
Feedback 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

November 28, 2005 

Confidential 

Program Summary 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 21 5.337.6 100 
Fax 21 5.337.0960 

A series of eight four-page accredited articles in the Practical Pain 
Management Journal 

Course evaluation forms will be required of all participants who seek to receive 
continuing education credit. Medical Learning Solutions will work with the third 
party CE vendor to summarize the information collected from these forms in a 
formal report to evaluate program effectiveness . 

Participants will evaluate the following as excellent, good, fair or poor: 
(1) Overall content 
(2) Faculty teaching effectiveness 
(3) Format 

Participants will also respond to the following questions: 
(1) How well did the program achieve its educational objectives? 
(2) Do you feel the program material was useful and practice-oriented? 
(3) Do you feel that the information provided in this educational activity will aid in 

improving patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic options? 
(5) Would you participate in future educational activities? 

Medical Learning Solutions and the third party CE vendor will announce and 
promote The Emerging Solutions in Pain Accredited Article Series primarily 
through advertisement at the Emerging Solutions in Pain web site. 

As a supplement to these primary methods, Medical Learning Solutions and the 
third party CE vendor may request the assistance of Cephalon, Inc. in the 
dissemination of information regarding this program to the medical community. 
The content of such information, however, is the responsibility of Medical 
Learning Solutions, and any such distribution will solely be as a supplement to 
MLS' primary methods of announcement and promotion. 

$304,841 
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M·L-S 
101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 06-003 
Date: November 28, 2005 

Emerging Solutions in Pain Accredited Journal Article Series 

A Series of 4-Page Articles Inserted in Practical Pain Management Journal and Posted 
Online at www.EmergingSolutionsinPain.com 

November 28, 2005 

Program Parameters 

Number of 2006 issues 8 

Total 2006 articles 8 

Pages per article 4 

Circulation per article 39,000 

Cost Summary 
une-rIme Per f\rclCle 1 otar , t:Ignt Article 
Charges Costs Series 

Approximate Total, Direct Expenses; Development and Production $ - $ 27,000 $ 216,000 
Total, Indirect Expenses; Development and Production $ 2,000 $ 10,855 $ 86,841 

Subtotal $ 2,000 $ 37,855 $ 302,841 

Cost of Eight Emerging Solutions in Pain Accredited Journal Article Serles $ 304,841 

Per Issue Cost I $ 0.98 I 
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101 Washington St, Suite 11 0 
Morrisville, PA 19067 

Proposal Number: 06-003 
Date: November 28, 2005 

Emerging Solutions in Pain Accredited Journal Article Series 

A Series of 4-Page Articles Inserted in Practical Pain Management Journal and Posted 
Online at www.EmergingSolutionsinPain.com 

November 28, 2005 

Detailed Budget Itemization 
Approximate Direct Expenses, Development and Production 

une-11me !-'er Amc1e I oral, Eight Article 
Charges Costs Series 

Clinical expert honoraria $ 3,000 $ 24,000 
Insert page charges, PPMJ $ 10,000 $ 80,000 

Four-page article printed on matte cover stock as journal insert 

Accreditation of program for CME, CPE, CNE $ 8,000 $ 64,000 
Continuing Education participant certificates (estimate 750 certificates per 
program) 

$ 6,000 $ 48,000 
Approximate Total, Direct Expenses, Development and Production $ . $ 27,000 $ 216,000 

Indirect Expenses, Development and Production 
une-11me !-'er Arl1c1e 1 ota1, t:1gnt Arl1c1e 
Charges Costs Series 

Program development $ 1,200 $ 9,600 
Includes coordination with clinical expert for receipt of article; coordination with 
accreditor, internal teams, PPMJ staff 

Medical services 
$ 2,400 $ 19,200 

Includes development of supporting verbiage (needs assessment, objectives, etc .) 
and self-assessment; editorial services; fact-checking services; proofreading 

Production services 
$ 275 $ 2,200 

Includes layout and typesetting of articles, supporting web pages for online posting 
Programming of finished monograph for Web-posting, archiving $ 950 $ 7,600 
Database creation, management $ 2,000 $ . $ . 
Administrative and accounting fees $ 2,566 $ 20,528 
Project management 

$ 3,464 $ 27,713 
Total, Indirect Expenses, Development and Production $ 2,000 $ 10,855 $ 86,841 
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Confidential 

1. ESP MEET THE EXPERTS BOOTH 
Another key Emerging Solutions in Pain initiative for 2005 is the ESP Meet the Experts exhibit booth, 
which is an informational and interactive exhibit booth that features mini-presentations by leading 
experts in pain and addiction medicine at select national healthcare association conferences. The 
goals of the Meet the Expert booth are several-fold: 

1. Introduce the Emerging Solutions in Pain initiative to clinicians attending the meeting 

2. Distribute ESP resources to clinicians, including the Emerging Solutions in Pain Tool Kit CD-ROM 
and Mini-Disc Publication 

3. Provide clinicians with an opportunity to meet with national leaders in the field of pain 
management, in an intimate setting designed to foster interaction and discussion 

4. Capture clinical expert presentations for video replay at the Emerging Solutions in Pain web site 

5. Allow clinicians to explore the Emerging Solutions in Pain web site and the Tool Kit CD-ROM 
through interactive kiosks 

6. Make clinicians aware that new and innovative resources are being added to the ESP web site on 
a continuing basis 

Through 2005, the Meet the Expert Booth has disseminated Emerging Solutions in Pain information 
and resources to clinicians at multiple meetings: 

Meeting Date Location 

AAPM February, 2005 Palm Sorinas, CA 

APS March, 2005 Boston, MA 

ASAM April, 2005 Dallas, TX 

AAFP September, 2005 San Francisco, CA 

AAPM&R October, 2005 Philadelphia, PA 
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IOI Washington Street 
Morrisville, Pennsyl vania 19067 

Phone 215.337.6100 
Fax 2 15.337 .0960 

Grant Request Part B: Live Emerging Solutions in Pain Educational 
Events and Activities 

2. THE ESP RESPECT (RESPONSIBLE PAIN EDUCATION CAN BE THERAPEUTIC) MEETING SERIES 
This accredited series of regional meetings is directed toward physicians, pharmacists, nurses, and other allied health care professionals who provide care to patients with chronic pain. The RESPECT meetings focus on the role of opioids in pain management, concerns over addiction, and the potential for diversion. One of the goals of this series is to educate clinicians on resources that are available within their own community for building interdisciplinary teams and networks to improve the quality of care for patients with chronic pain . As such, these programs are accredited for physicians, pharmacists and nurses; topics addressed include: 

1. Standards of care for determining a patient's treatment plan 
2. Interdisciplinary team approaches to pain management 

November 28, 2005 Page 39 

Confidential TEVA_MD L_A_ 01855407 

P-29481 _ 00098



07300D.41

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337 .0960 

Grant Request Part B: Live Emerging Solutions in Pain Educational 
Events and Activities 

3. Two - three case studies of patients in the actual community 

Each meeting participant receives a RESPECT binder with all slides presented in the program, as 
well as tools and information specific to the treatment of patients with pain in the local community. 
Resources in this binder include: 

1. The Emerging Solutions in Pain Tool Kit CD-ROM 

2. The American Pain Foundation TARGET Chronic Pain Card 

3. Opioid Risk Tool (both clinician and patient forms) 

4. The Hamilton Rating Scale for Depression 

5. Return Visit Clinician Checklist and Patient Questionnaire 

6. Internet resources, organized by: 

a. Federal government resources 

b. State government resources 

c. Legal resources 

d. Pain management resources 

e. Professional Associations 

f. Online Continuing Education (CE) resources 

7. State-specific information from the state medical board(s) 

The faculty for each RESPECT meeting is composed of two nationally-known faculty and two to three 
regional speakers, thus creating a dynamic presentation that addresses challenges associated with 
pain management on both a national and regional level. 

To date, there have been seven RESPECT meetings involving 47 physicians, 113 pharmacists, 72 
nurses and 38 other allied health care specialists . 
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IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6 100 
Fax 21 5.337 .0960 

Grant Request Part B: Live Emerging Solutions in Pain Educational 
Events and Activities 

Exhibit B-1 

Regional Emerging Solutions in Pain 
through Education, 

Communication & Treatment 

!flit. educational activity 
~ jointly spoo§Ored by 

-!'.."]•."•' -· 

,s, ; · -~' 
.,.; 

I ):.:._ 
:~ ff():l ~':.,~:_ 

Suppo,ted by . .. 
educJtional l:f.!n! from 

Program Overview: Proposed 2006 Activities 

The following activities are recommended as the Live Emerging Solutions in Pain Educational Events and 
Activities in 2006. 

1. Continuance of the Meet the Expert exhibit booth at select, larger association meetings and 
expansion of the Meet the Expert mini-booth at smaller association meetings 

2. Recreation of the RESPECT meeting series to focus on the provision of trained Emerging 
Solutions in Pain faculty to regional and local meetings of clinician associations, grand rounds 
programs and other similar venues 

3. Adaptation of the current RESPECT meeting content to focus on the educational needs of single
clinician groups at regional and local meetings of clinician associations 

November 28, 2005 Page 41 

Confidential TEVA_MDL_A_01855409 

P-29481 _ 00100



07300D.43

I 

I 

■ 

• • • • • • • 
■ 
■ 
■ 
■ 
■ 

• • • 
■ 

• 
■ 

• 
■ 
■ 
■ 

• • • • • • • 

Proposal Number: 06-003 

Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain 
Summary of Proposed Budget, Grant Request Part B 

Live Emerging Solutions in Pain Educational Events and Activities 
November 28, 2005 

Cost Summary 

Meet the Experts Booth 

Approximate Total, Direct Costs $ 

Indirect Costs $ 

Cost of the 2006 Meet the Expert Booth Series $ 

RESPECT Meetings 

Approximate Total, Direct Costs $ 

Indirect Costs $ 

Cost of a 20-Activity RESPECT Meeting Series $ 

T tal Budget, 2006 Live Emerging Solutions in Pain Educational Events and 
$ 

Activities 

Approval Signature Date 

380,150 

208,290 

588,440 

170,950 

204,616 

375,566 

964,006 

Note: no work may begin until Medical Learning Solutions receives, via email or fax, this approval with 
signature and date 
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Program Overview 

Program Summary 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 2 15.337.6 100 
Fax 2 15.337 .0960 

The Emerging Solutions in Pain Meet the Experts Booth 

Medical Learning Solutions is proposing to continue utilizing the Meet the Experts 
Booth as an informational and interactive display for educating clinicians in the 
Emerging Solutions in Pain initiatives at national congresses and association 
meetings. In 2006, Medical Learning Solutions is proposing to tailor Booth 
activities to the size and specific purpose of the congress or association. Thus, 
at larger meetings, the full Meet the Expert Booth will be utilized, while a smaller 
Emerging Solutions in Pain Booth will be displayed at smaller congress and 
association meetings. 

Functionality for the full-size Meet the Expert Booth will include a seating area for 
meeting attendees to interact with Emerging Solutions in Pain clinical experts; 
computer terminals featuring interactive displays highlighting the Emerging 
Solutions in Pain initiatives, membership registration for the Emerging Solutions 
in Pain Web Site, and the Emerging Solutions in Pain Tool Kit. The smaller 
Emerging Solutions in Pain Booth will focus on interactive displays of the Tool Kit 
and video highlights of previous Meet the Expert presentations; membership 
registration; and distribution of the Emerging Solutions in Pain Tool Kit. 

Intended Audience The primary audience of the Emerging Solutions in Pain Meet the Experts Booth 
will be physicians, pharmacists, nurses and other allied health care professionals 
who provide care to patients with chronic pain and who attend selected national 
association meetings and congresses. Currently suggested meetings include the 
2006 meetings of the AAPM, AAPM&R, AANP, AMCP and ASAM. 

Program Objectives The purpose of the Emerging Solutions in Pain Meet the Expert Booth is to 
disseminate information concerning the Emerging Solutions in Pain initiative to 
clinicians practicing in the field of pain management, and to educate those 
clinicians on the assessment and monitoring of pain patients, and on good 
practice management techniques. Clinicians visiting the booth will have 
opportunities to: 
(1) Interact with Emerging Solutions in Pain clinical experts in small discussion 

groups, focusing on tools and strategies that will contribute to a proper 
balance of pain control and abuse/diversion minimization (full-size Meet the 
Expert Booth only) 

(2) On computer terminals, view multi-media, interactive programs highlighting 
the issues associated with minimization of abuse, addiction and diversion, 
the Emerging Solutions in Pain Tool Kit and associated case studies 

(3) Receive copies of the Emerging Solutions in Pain Tool Kit CD-ROM and 
other support materials, such as the Mini-Disc Publication 

(4) Gain exposure to the resources available at the Emerging Solutions in Pain 
Web Site, and register as a "member", thereby expediting their ability to 
access online resources 

Format An interactive meeting booth, to be presented at national association meetings 
and congresses. The full-size Meet the Expert Booth will feature live peer-to
peer interactions with Emerging Solutions in Pain clinical experts, as well as 
interactive, multimedia programs that highlight the Emerging Solutions in Pain 
initiatives. The smaller Emerging Solutions in Pain Booth will focus on educating 
clinicians in the availability of the Emerging Solutions in Pain initiatives. 
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Distribution 

Request for 
Sponsor Support 

Total Budget: 

November 28, 2005 

Confidential 

Program Summary 

I OJ Wash ington Street 
Morrisville, Pennsylvania 19067 

Phone 2 I 5.337 6 100 
Fax 21 5.337 .0960 

The Emerging Solutions in Pain Meet the Expert Booth will be available at 
selected national association meetings and congresses; meetings identified to 
date include the AAPM, AAPM&R, AANP, AMCP and ASAM. The 
announcement of the Booth will be made via direct mail to registered meeting 
attendees and members, and via journal and/or banner advertisements. 
Information at the Booth will be provided by Emerging Solutions in Pain clinical 
experts and by Medical Learning Solutions staff members. 

Medical Learning Solutions is promoting the Emerging Solutions in Pain Meet the 
Experts Booth through a variety of methods, including direct mail, publication of a 
multimedia Mini-Disc, and journal and banner advertisements . 

As a supplement to these primary methods, Medical Learning Solutions may 
request the assistance of Cephalon, Inc. in the dissemination of information 
regarding this program to the medical community. The content of such 
information, however, is the responsibility of Medical Learning Solutions, and any 
such distribution will solely as a supplement to MLS' primary methods of 
announcement and promotion . 

$588,440 
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Proposal Number: 06-003 

Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

2006 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 
November 28, 2005 

Program Parameters 
Number of Exhibitions of the Full-Size Meet the Expert Booth 

Number of Exhibitions of the Smaller Emerging Solutions in Pain Booth 

Cost Summary 
Per Meeting 

One-Time Approximate Direct Expenses $ 

Approximate Total, Direct Expenses: Full-Size Booth (AAPM, AAPM&R) $ 111 ,570 

Approximate Total, Direct Expenses: Mini ESP Booth (ASAM, AANP. AMCP) $ 46,550 

Total, Indirect Expenses $ 64,598 

T tal Cost of the 2006 Emerging Solutions in Pain Exhibition Booth Series 

2 

3 

Total 

$ 47,000 

$ 193,500 

$ 139,650 

$ 208,290 

$ 588,440 
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Proposal Number: 06-003 

Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

2006 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 
November 28, 2005 

Detailed Budget Itemization 

Approximate Total, Direct Expenses 

One-Tim Approximate Direct Expenses 

Per Meeting 

Update of existing mini-booth; new graphic panels for full-size booth 

Booth give-aways 

Miscellaneous (non-fulfillment shipping, faxes , etc.) 

Subtotal, One-Time Approximate Direct Expenses 
Full-Size e th (AAPM, AAPM&R) 

Exhibit space (includes liability insurance) $ 15,400 
Booth set-up/tear-down (floor plan, shop prep, installation and dismantling including labor 
supervision, travel) $ 25,720 
Equipment rental (computer units, plasma screen , switcher unit, audio w/ lav mic, 
electrical, telecommunication links, chairs, carpeting, etc .) $ 10,590 
Shipping of booth to AAPM meeting site only $ 8,820 
Shipping of booth to AAPM&R meeting site only {note additional shipping charges for 
Hawaii location of AAPM&R) $ 20,820 

Shipping of supplies (mini-discs , Tool Kits, etc) to meeting site - delivery to booth charges $ 2,200 
Badge Reader System (3 units) $ 770 
Booth advertisement 

Advertisement in meeting catalog/publication (full page, 4/c) $ 2,925 
Booth posters, printing $ 825 

KOL expenses: two KOL faculty 

Honoraria $ 12,000 
Travel : air, hotel, ground, OOP $ 4,300 

ROI expenses: three ROI staff 

Travel: air, hotel, ground, OOP $ 6,900 
Exhibitor registration $ 300 

Subtotal, Approximate Direct Expenses for Full-Size Booth $ 111,570 

Total 

$ 15,000 

$ 30,000 

$ 2,000 

$ 47,000 

2 meetings total 

$ 30,800 

$ 51,440 

$ 21,180 

$ 8,820 

$ 20,820 

$ 4,400 

$ 1,540 

$ 5,850 

$ 1,650 

$ 24,000 

$ 8,600 

$ 13,800 

$ 600 

$ 193,500 
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Proposal Number: 06-003 

Date: November 28, 2005 

101 Washington St, Suite 11 O 
Morrisville, PA 19067 

2006 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 
November 28, 2005 

Detailed Budget nemization 

Approximate Total, Direct Expenses (continued) 
Per Meeting 

MinlB th (AANP, AMCP, ASAM} 
Exhibit space (includes liability insurance) $ 1,430 
Booth Rental for 8X10 Space $ 3,850 
Booth set-up/tear-down (floor plan, shop prep, installation and dismantling including labor 
supervision, travel) $ 15,950 
Equipment rental (computer units, plasma screen, switcher unit, audio w/ lav mic, 
electrical , telecommunication links, chairs, carpeting, etc.) $ 6,475 
Shipping of booth to meeting site $ 7,975 

Shipping of supplies (mini-discs, Tool Kits, etc) to meeting site - delivery to booth charges $ 2,200 
Booth advertisement 

Advertisement in meeting catalog/publication $ 2,310 
Booth posters, printing $ 660 

ROI expenses: three ROI staff 

Travel: air, hotel, ground, OOP $ 5,500 
Exhibitor registration $ 200 

Subtotal, Approximate Direct Expenses for Mini Booth $ 46,550 

Total 

3 meetings total 

$ 4,290 

$ 11,550 

$ 47,850 

$ 19,425 

$ 23,925 

$ 6,600 

$ 6,930 

$ 1,980 

$ 16,500 

$ 600 

$ 139,650 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 06-003 
Date: November 28, 2005 

2006 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 
November 28, 2005 

Detailed Budget Itemization 

Total, Indirect Expenses 

Per Meeting Total 
Medical / scientific services $ 4,000 $ 20,000 Includes development of content for meeting advertisements; ; coordination of presentation 

content with ESP KOLs 

Graphic design I production services $ 2,000 $ 10,000 
Includes development of display graphics for booth panels, graphics for interactive booth 
displays; graphic design, typesetting and layout of booth posters and advertisements 
(direct mail plus meeting catalog); proofreading; coordination with print vendors; etc. 

Conference management services 
staffing booth during meeting; coordination with KOLs pre-meeting, post-meeting and 
during meeting; coordination with conference vendors , coordination of booth advertising; 
etc. 

Conference management services: Full-Size Booth (2 total) $ 26,700 $ 53,400 
Conference management services: Mini Booth (3 total) $ 17,300 $ 51,900 

Administrative and accounting fees $ 5,460 $ 27,301 
Project management $ 9,138 $ 45,689 

Total, Indirect Expenses $ 64,598 $ 208,290 
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Program Title 

Program Overview 

CE Provider 

Intend d Audience 

November 28, 2005 

Confidential 

Program Summary 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

The Emerging Solutions in Pain RESPECT Meeting Series 

Medical Learning Solutions is proposing to adapt the 2005 RESPECT meetings into a new series that focuses on the provision of trained Emerging Solutions in Pain faculty to regional and local meetings of clinician associations, grand rounds programs and other similar venues. The 2006 RESPECT Meeting Series will therefore focus on providing practical clinical information via an accredited lecture series to health care professionals practicing in local clinics, hospitals and office settings. 

In this series, Medical Learning Solutions in proposing to update the 2005 RESPECT Meeting slide modules with information that will be appropriate for smaller groups of clinicians, such as will attend local and regional association meetings and grand rounds presentations. Select Emerging Solutions in Pain faculty who express interest and availability will then be trained remotely via teleconference in the new data; these individuals will form a RESPECT Meeting Speakers' Bureau. Medical Learning Solutions will work with local and regional association meetings and hospitals hosting grand rounds presentations to identify meetings of clinicians which will benefit from an accredited presentation focusing on Emerging Solutions in Pain/RESPECT Meeting topics. After a need has been identified, Medical Learning Solutions will coordinate all logistical arrangements for the presentation with a trained, available Faculty member . 

Based on the need to educate clinicians in the assessment and treatment of chronic pain patients who may be at risk for abuse, addiction and diversion, The Emerging Solutions in Pain RESPECT Meeting Series will be accredited by a third party CE vendor of our choice. 

The Meeting Series will be accredited for: 

• CME credit for physicians by the Accreditation Council for Continuing Medical Education. Each activity will be approved for a maximum of one hour of category 1 credit toward the AMA Physician's Recognition Award. 
• CPE credit for pharmacists by the Accreditation Council for Pharmacy Education. Each activity will be approved for a maximum of 1.0 credit hour (0.1 CEU) for Continuing Pharmacy Education 
• CNE credit for nurses. Each activity will be approved for a maximum of 1.0 Contact Hours . 

The primary audience of The Emerging Solutions in Pain RESPECT Meeting Series includes clinicians who provide care to patients with pain. These clinicians will include physicians, pharmacists and nurses, but may be extended to other clinical and non-clinical members of a multi-disciplinary treatment team, such as social workers, case managers, etc. 
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Program Objectives 

Format 

Post-Activity 
Feedback 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

November 28, 2005 

Confidential 

IOI Washington Street 
Morrisv ille, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215 .337.0960 

Program Summary 

The purpose of the RESPECT Meeting Series is to educate clinicians on the key tenets of the Emerging Solutions in Pain initiative, focusing on the role of appropriate assessment and monitoring techniques, and good practice management strategies, in achieving effective interactions between members of the treatment team. In addition, other topics may be included, based upon recommendations made by the Emerging Solutions in Pain Faculty Advisory Committee . 

A series of live, peer-to-peer activities scheduled in conjunction with local and regional association meetings and at hospital or clinic-based grand rounds programs throughout the United States. This proposal is for 20 RESPECT meetings . 

Course evaluation forms will be required of all participants who seek to receive continuing education credit. Medical Learning Solutions will work with the third party CE vendor to summarize the information collected from these forms in a formal report to evaluate program effectiveness . 

Participants will evaluate the following as excellent, good, fair or poor: 
(1) Overall content 
(2) Faculty teaching effectiveness 
(3) Format 
(4) Audio/visual 

Participants will also respond to the following questions: 
(1) How well did the program achieve its educational objectives? 
(2) Do you feel the program material was useful and practice-oriented? 
(3) Do you feel that the information provided in this educational activity will aid in improving patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic options? 
(5) Would you participate in future educational activities? 

Medical Learning Solutions and the third party CE vendor will announce and promote The Emerging Solutions in Pain RESPECT Meeting Series primarily through arrangement with the local/regional association hosting the meeting; or the hospital sponsoring the grand rounds presentation. Medical Learning Solutions will also advertise availability of these meetings via advertisement on the Emerging Solutions in Pain web site. 

As a supplement to these primary methods, Medical Learning Solutions and the third party CE vendor may request the assistance of Cephalon, Inc. in the dissemination of information regarding this program to the medical community. The content of such information, however, is the responsibility of Medical Learning Solutions, and any such distribution will solely be as a supplement to MLS' primary methods of announcement and promotion. 

$375,566 
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Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain 2006 RESPECT Meeting Series 
Projected Budget Estimate 

November 28, 2005 

Program Parameters 

Number of regional association symposia 

Faculty presenter per activity 

Approximate number, health care professional attendees per meeting 
Direct mall invitations to health care professionals 

Cost Summary 
One-time only 

costs 

Approximate Total, Direct Meeting Series Expenses $ 

Total , Indirect Meeting Series Expenses $ 47,663 

Approximate Total , Direct Meeting Support Expenses $ 19,500 
Total, Indirect Meeting Support Expenses $ 27,500 

Subtotal, one-time only costs $ 94,663 
Subtotal, 20-meeting RESPECT series $ -

Cost of 2006 Emerging Solutions in Pain 20-Meeting RESPECT Series 

10 

1 

30 

150 

Each group ol 10 
meetings 

$ 75,725 

$ 64,726 

$ 

$ 

$ 

$ 280,903 

$ 375,566 
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101 Washington St. Suite 110 
Morrisville, PA 19067 

Proposal Number: 06-003 
Date: November 28, 2005 

Emerging Solutions in Pain 2006 RESPECT Meeting Series 
Projected Budget Estimate 

November 28, 2005 

Detailed Budget Itemization 

Direct Meeting Expenses, Approximate 

Direct mail invitations, mail services, postage 

Personalized invitations to be mailed to every potential participant; includes printing, 
assembly, mail services and postage. Postage estimated at $0.37 per direct mail piece 

Direct mall list purchase 

Print materials 

Includes printing of shell materials for adaptation and use in individualized symposia kits for 
every symposium; kits to Include accreditation information, speaker biographical and 
disclosure information, agenda, reference materials and handout materials, where 
appropriate 

Speaker honoraria 

Speaker travel (air, OOP, hotel) 

Ground transportation 

Catering 

Audio/visual services 

Onslte CME coordination 

Shipping/Fed Ex 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

Approximate Total, Direct Meeting Expenses $ 

Indirect Meeting Expenses 

Program development 

Includes all labor associated with initial program set-up and development, including creation 
of text for print support materials, graphic design, typesetting and layout of all support 
materials, and development and creation of final program appearance 

$ 

Medical Services $ 
Includes all labor associated with content of each symposium, Including identification and 
production of resources specific for each region and clinicians in each association; review 
and coordination of content with faculty 

Meeting management 

includes coordination with association for date of symposium and all meeting-related 
logistical details; coordination wth faculty for dates, lravel and all other program details 

Accreditation of program for CME, CPE, CNE 
Continuing Education participant certificates 

Administrative and accounting fees 
Project management 

$ 

$ 

$ 

Total, Indirect Meeting Expenses $ 

One-time only 
costs 

Each group ol 10 
meetings 

$ 4,725 

$ 

• $ 3,500 

$ 25,000 

. $ 12,000 

$ 2,000 

. $ 15,000 

$ 5,000 

$ 7,500 

$ 1,000 

. $ 75,725 

One-time only 
costs 

Each group of 10 
meetings 

45,000 $ 

18,000 $ 20,000 

$ 18,000 

15,000 $ . 

$ 4,500 

6,240 $ 9,458 

8,423 $ 12,768 

47,663 $ 64,726 
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Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville. PA 19067 

Emerging Solutions in Pain 2006 RESPECT Meeting Series 
Projected Budget Estimate 

November 28, 2005 

Detailed Budget Itemization 

Direct Meeting Support Expenses, Approximate 
One-time only 

costs 

Slide module updates 

Medical writing $ 8,500 
Speaker honoraria $ 3,500 

Production of non-accredited video from one RESPECT meeting 
Equipment rental $ 3,000 
Travel 

$ 4,500 

Approximate Total, Direct Meeting Support Expenses $ 19,500 

Indirect Meeting Support Expenses 
One-time only 

costs 
Slide module updates 

Program development $ 2,300 
Medical services 

$ 7,950 
Production of non-accredited video from one RESPECT meeting 

Program development $ 1,775 
Editing, post production $ 9,975 

Administrative and accounting fees $ 3,320 Project management $ 4.480 

Total, Indirect Meeting Support Expenses $ 27,500 

Each group of 10 
meetings 

$ . 

$ 

$ . 

$ . 

$ -

Each group of 10 
meetings 

$ 
$ . 

$ 
$ . 
$ 
$ . 

$ . 

Confidential TEVA_MDL_A_01855421 

P-29481 _ 00112



07300D.55
I 

I 
I 

I 
I 

I 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 2 I 5.337 .fi I 00 
Fax 215.337.0960 

Grant Request Part C: Programs to Further Expand the Reach of the 
Emerging Solutions in Pain Educational Events and Activities 

Program Overview: Proposed 2006 Activities 
The following activities are recommended as a series of programs that will further expand the reach of the 
Emerging Solutions in Pain Educational Events and Activities in 2006. 

1. Development and implementation of a full-day seminar program, to be held for clinical attendees of a 
national congress , focusing on the intersection of pain management and addiction medicine 

2. Additional RESPECT meetings, held at regional and local meetings of clinician associations, grand 
rounds programs and other similar venues 

1. The Emerging Solutions in Pain Full-Day Lecture Program 

The American Society for Addiction Medicine (ASAM) has historically held an accredited, full-day 
lecture one day prior to the convening of its annual meeting for those ASAM members attending the 
meeting. This lecture, known as the Common Threads program, has focused on topical issues 
relating to the convergence of pain and addiction medicine. For logistical reasons, this meeting will 
not be offered by ASAM to its members at the 2006 meeting. However, the educational need of 
these clinicians, to increase their knowledge and understanding of the pain management and the 
impact of addiction on effective pain therapy, continues to exist. 

Medical Learning Solutions is therefore proposing to create an accredited full-day lecture program 
that will educate ASAM members on topics relevant to the Emerging Solutions in Pain initiatives. 
Through a series of presentations by Emerging Solutions in Pain faculty, this program will focus on a 
scientific and clinical evaluation of the fields of pain management and addiction, and will include 
relevant case studies for discussion and presentation. 

2. The ESP RESPECT (RESponsible Pain Education Can be Therapeutic) Meeting Serles 
The RESPECT Meeting Series has been described previously in the Grant Request Part B, in which 
a series of 20 RESEPCT Meetings were proposed, to be held in conjunction with local and regional 
association meetings and grand rounds presentations. The recommendation for this portion of the 
Grant Request is for an additional 10 RESPECT meetings in this series. The additional 1 0 meetings 
will utilize the same program infrastructure, content and trained faculty as the first 20 meetings, 
thereby cost-effectively extending the reach of this portion of the 2006 Emerging Solutions in Pain initiative. 

November 28, 2005 Page 54 
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101 Washington St, Suite 11 O 
Morrisville, PA 19067 

Emerging Solutions in Pain 

Proposal Number: 06-003 
Date: November 28, 2005 

Summary of Proposed Budget, Grant Request Part C 
Programs to Further Expand the Reach of the Emerging Solutions in Pain Educational 

Events and Activities 
November 28, 2005 

Cost Summary 

Full-day ESP Symposium 

Approximate Total , Direct Expenses $ 132,850 

Indirect Expenses $ 108,600 

Cost of One Full-Day ESP Symposium Held at the 2006 ASAM Meeting $ 241,450 
RESPECT Meeting Series Extension 

Approximate Total, Direct Expenses $ 75,725 

Indirect Expenses $ 64,726 

Cost of 10-Program Extension of the 2006 RESPECT Meeting Series $ 140,451 
Total Budget, 2006 Programs to Further Expand the Reach of the Emerging 

$ 381,901 Solutions in Pain Educational Events and Activities 

Approval Signature Date 

Note: no work may begin until Medical Learning Solutions receives, via email or fax, this approval with 
signature and date 
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M·L-S 

Program Title 

Program Overview 

Intended Audience 

Program Objectives 

Format 

Activity 
Feedback 

November 28, 2005 

Confidential 

Program Summary 

IOI Washington Street 
Morri sville, Pennsylvania 19067 

Phone 2 15.337.6 100 
Fax 21 5.337.0960 

The Emerging Solutions in Pain Accredited Full-Day Lecture Program 

Medical Learning Solutions is proposing to create an accredited full-day lecture 
program that will educate ASAM members on topics relevant to the Emerging 
Solutions in Pain initiatives. Through a series of presentations by Emerging 
Solutions in Pain faculty, this program will focus on a scientific and clinical 
evaluation of the fields of pain management and addiction, and will include 
relevant case studies for presentation and discussion. 

The core group of proposed faculty includes: 
(1) Howard Heit, MD, FACP, FASAM 
(2) Douglas Gourlay, MD, MSc, FRCPC 
(3) Seddon Savage, MD, FASAM 
(4) Steven Passik, PhD 

Other faculty will be recruited based upon recommendations by the core faculty. 
Specific lecture topics will be identified based upon a consensus of the core 
faculty, but may include topics such as: 
(1) Evaluating the risk of opioid abuse in the chronic pain patient 
(2) Pharmacologic therapies for the chronic pain patient with a history of drug 

abuse or addiction 
(3) Legal issues in prescribing opioids to the chronic pain patient 
(4) New pharmacologic agents for treating chronic pain patients 

The primary audience of The Emerging Solutions in Pain Accredited Full-Day 
Lecture Program includes clinicians who provide care to patients with pain and 
who specialize in addiction medicine. 

The purpose of the Emerging Solutions in Pain Accredited Full-Day Lecture 
Program is to educate clinicians on topical issues relating to the convergence of 
pain and addiction medicine. In addition, other topics may be included, based 
upon recommendations made by the core faculty identified above and by the 
Emerging Solutions in Pain Faculty Advisory Committee. 

One full-day seminar program held one day prior to the Annual ASAM 
Conference, held in San Diego, California. This program will be comprised 
primarily as didactic lecture. An audience response system will also be utilized 
throughout the program to enhance audience participation and a more interactive 
experience. 

To help establish a return on education metric for this program, Medical Learning 
Solutions will develop with the moderator a series of opening questions that will 
utilize the audience response keypad system. These questions will gather basic 
audience demographics, educational understanding of content prior to the 
educational activity, ratings scales on specific clinical techniques, etc. This 
would occur during the introduction of the program, similar to a pre-test. Data 
received from this activity would be correlated to information gathered during the 
post-test, thereby establishing prior- vs post-program educational metrics. 

Course evaluation forms and a written post-test will be required of all participants 
who seek to receive continuing education credit. Medical Learning Solutions will 
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CE Provider 

Distribution 

Request for 
Sponsor Support 

Total Budg t: 

November 28, 2005 

Confidential 

Program Summary 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6 100 
Fax 215.337.0960 

work with the third party CE vendor to summarize the information collected from 
these forms in a formal report to evaluate program effectiveness. 

(A) Participants will evaluate the following as excellent, good, fair or poor: 
(1) Overall content 
(2) Faculty teaching effectiveness 
(3) Format 
( 4) Audio/visual 

(B) Participants will also respond to the following questions: 
(1) How well did the program achieve its educational objectives? 
(2) Do you feel the program material was useful and practice-oriented? 
(3) Do you feel that the information provided in this educational activity 

will aid in improving patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic 

options? 
(5) Would you participate in future educational activities? 

(C) Participants will also complete a post-test specific to the content topics, 
ACPE accreditation required. 

Based on the need to educate clinicians in the issues associated with treating 
chronic pain patients who may be at high risk for abuse, addiction or diversion of 
controlled substances, The Emerging Solutions in Pain Accredited Full-Day 
Lecture Program will be accredited by a third party CE vendor of our choice. 

The Lecture Program will be accredited for: 
• CME credit for physicians by the Accreditation Council for Continuing 

Medical Education. Each activity will be approved for a maximum of 
seven hours of category 1 credit toward the AMA Physician's 
Recognition Award . 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy 
Education. Each activity will be approved for a maximum of 7.0 credit 
hours (0.7 CEU) for Continuing Pharmacy Education 

• CNE credit for nurses. Each activity will be approved for a maximum of 
7.0 Contact Hours. 

Medical Learning Solutions and the third party CE vendor will announce and 
promote The Emerging Solutions in Pain Accredited Full-Day Lecture Program 
primarily through direct mail to ASAM members. Medical Learning Solutions will 
also advertise availability of this meeting via advertisement on the Emerging 
Solutions in Pain website. 

As a supplement to these primary methods, Medical Learning Solutions and the 
third party CE vendor may request the assistance of Cephalon, Inc. in the 
dissemination of information regarding this program to the medical community. 
The content of such information, however, is the responsibility of Medical 
Learning Solutions, and any such distribution will solely be as a supplement to 
MLS' primary methods of announcement and promotion. 

$241,450 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 06-003 
Date: November 28, 2005 

Emerging Solutions in Pain Full-Day Accredited Symposium 
Proposed Budget 
November 28, 2005 

Program Description 

This proposed budget is for the development, production and management of a full-day CME-accredited 
stand-alone live event to coincide with the ASAM Annual Conference in San Diego on May 4, 2006. This 
program would support the Emerging Solutions in Pain mission of providing medical education in the area 
of pain management and the issues of misuse, abuse, and addiction. 

Proaram Parameters 
Presenting faculty @ activity 6 

Health care professional attendees @ meeting 250 
Direct mail invitations to health care professionals per activity 5000 

Cost Summarv 

Approximate Total, Direct Expenses $ 132,850 

Total, Indirect Expenses $ 108,600 

C st of Emerging Solutions in Pain Full-Day Accredited Symposium $ 241,450 
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Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain Full-Day Accredited Symposium 
Proposed Budget 
November 28, 2005 

Detailed Budget Itemization 

Direct Expenses, Aooroximate 
Direct mail invitations, mail services, postage 

Printing $ 
Postage $ 
Fax Blast $ 
Email Blast $ 

Direct mail list purchase $ 
Print materials 

Printing meeting kits to include accreditation information, speaker biographical and disclosure 
informalion, agenda, handout materials , current journal articles by faculty, etc. and 4/c binder $ 
Set design pieces (banners, podium signs, gobo, directional signage, etc .) $ 

Speaker honorarla (6 faculty members) $ 
Speaker travel (air, OOP, hotel) $ 
ROI staff travel $ 
Ground transportation $ 
Venue rental fee, service fees, etc. $ 
Travel, site visit $ 
Food & Beverage (Continental Breakfast, Buffet Lunch, Afternoon Break for 250) $ 
Audio/visual services $ 
Audience response system $ 
Accreditation of program for CME, CPE, CNE $ 
Continuing Education participant certificates $ 
Onsite CME coordination $ Miscellaneous (non-fulfillment Shipping, taxes, FedEx, etc.) $ 

Approximate Total, Direct Expenses $ 

Indirect Exoenses 
Program development $ 

Includes all labor associated with initial program set-up and development, including creation of program 
content, text for print support materials, graphic design, typesetting and layout of all support materials, 
and development and creation of final program appearance 

Medical and scientific writing $ 
Site visit $ 
Meeting coordination $ 

Includes faculty management, meeting logistics, travel and all other program details 
Telephone recruitment $ 
Onslte meeting management $ 
Registration database development and management (includes online registration) $ 
Administrative and accounting fees $ 
Project management $ 

Tots4lndlrectExpenses $ 

• Tax and gratuity figures have not been included in this estimated budget 

2,700 
1,950 

750 
250 

2,000 

4,500 

2,500 
20,000 
11,550 
5,600 
1,750 
6,100 
2,000 

24,000 
14,000 
10,000 
15,000 
4,500 
1,500 
2,200 

132,850 

37,700 

12,100 
2,500 

18,500 

8,500 
3,200 
1,500 
4,268 

20,332 

108,600 
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Program Title 

Program Overview 

CE Provider 

Int nded Audience 

Program Objectives 

November 28, 2005 

Confidential 

Program Summary 

IOI Washington Street 
Morri sville, Pennsylvania 19067 

Phone 215 .337.6 100 
Fax 2 15 .337 .0960 

The Emerging Solutions in Pain RESPECT Meeting Series 

Medical Learning Solutions is proposing to adapt the 2005 RESPECT meetings 
into a new series that focuses on the provision of trained Emerging Solutions in Pain faculty to regional and local meetings of clinician associations, grand rounds programs and other similar venues. The 2006 RESPECT Meeting Series will therefore focus on providing practical clinical information via an accredited lecture series to health care professionals practicing in local clinics, hospitals and office settings. 

Medical Learning Solutions will work with local and regional association meetings and hospitals hosting grand rounds presentations to identify meetings of clinicians which will benefit from an accredited presentation focusing on Emerging Solutions in Pain/RESPECT Meeting topics. After a need has been identified, Medical Learning Solutions will coordinate all logistical arrangements for the presentation with a trained, available Faculty member. 

Based on the need to educate clinicians in the assessment and treatment of chronic pain patients who may be at risk for abuse, addiction and diversion, The Emerging Solutions in Pain RESPECT Meeting Series will be accredited by a third party CE vendor of our choice. 

The Meeting Series will be accredited for: 

• CME credit for physicians by the Accreditation Council for Continuing 
Medical Education. Each activity will be approved for a maximum of one 
hour of category 1 credit toward the AMA Physician's Recognition 
Award. 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy 
Education. Each activity will be approved for a maximum of 1.0 credit 
hour (0.1 CEU) for Continuing Pharmacy Education 

• CNE credit for nurses. Each activity will be approved for a maximum of 1.0 Contact Hours. 

The primary audience of The Emerging Solutions in Pain RESPECT Meeting Series includes clinicians who provide care to patients with pain. These clinicians will include physicians, pharmacists and nurses, but may be extended to other clinical and non-clinical members of a multi-disciplinary treatment team, such as social workers, case managers, etc. 

The purpose of the RESPECT Meeting Series is to educate clinicians on the key tenets of the Emerging Solutions in Pain initiative, focusing on the role of appropriate assessment and monitoring techniques, and good practice management strategies, in achieving effective interactions between members of the treatment team. In addition, other topics may be included, based upon 
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Format 

Post-Activity 
Feedback 

Distribution 

Requ st for 
Sp ns r Support 

T tal Budget: 

November 28, 2005 

Confidential 

Program Summary 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215 .337.6100 
Fax 21 5.337.0960 

recommendations made by the Emerging Solutions in Pain Faculty Advisory 
Committee. 

A series of live, peer-to-peer activities scheduled in conjunction with local and 
regional association meetings and at hospital or clinic-based grand rounds 
programs throughout the United States. This proposal is for 10 RESPECT 
meetings. 

Course evaluation forms will be required of all participants who seek to receive 
continuing education credit. Medical Learning Solutions will work with the third 
party CE vendor to summarize the information collected from these forms in a 
formal report to evaluate program effectiveness. 

Participants will evaluate the following as excellent, good, fair or poor: 
(1) Overall content 
(2) Faculty teaching effectiveness 
(3) Format 
(4) Audio/visual 

Participants will also respond to the following questions: 
(1) How well did the program achieve its educational objectives? 
(2) Do you feel the program material was useful and practice-oriented? 
(3) Do you feel that the information provided in this educational activity will aid in 

improving patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic options? 
(5) Would you participate in future educational activities? 

Medical Learning Solutions and the third party CE vendor will announce and 
promote The Emerging Solutions in Pain RESPECT Meeting Series primarily 
through arrangement with the local/regional association hosting the meeting; or 
the hospital sponsoring the grand rounds presentation. Medical Learning 
Solutions will also advertise availability of these meetings via advertisement on 
the Emerging Solutions in Pain web site. 

As a supplement to these primary methods, Medical Learning Solutions and the 
third party CE vendor may request the assistance of Cephalon, Inc. in the 
dissemination of information regarding this program to the medical community. 
The content of such information, however, is the responsibility of Medical 
Learning Solutions, and any such distribution will solely be as a supplement to 
MLS' primary methods of announcement and promotion. 

$140,451 
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101 Washington St, Suite 11 O 
Morrisville, PA 19067 

Proposal Number: 06-003 
Date: November 28, 2005 

Extension of 2006 Emerging Solutions in Pain RESPECT Meeting Series 
Projected Budget Estimate 

November 28, 2005 

Program Parameters 

Number of regional association symposia 10 

Faculty presenter per activity 1 

Approximate number, health care professional attendees per meeting 30 

Direct mail invitations to health care professionals 150 

Cost Summary 
One-time only Each group of 10 

costs meetings 

Approximate Total, Direct Meeting Series Expenses $ - $ 75,725 
Total, Indirect Meeting Series Expenses $ - $ 64,726 

C st of 10-Meeting Extension of 2006 Emerging Solutions in Pain RESPECT Series $ 140,451 
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M·L-S 
101 Washington St, Suite 11 O 
Morrisville, PA 19067 

Proposal Number: 06-003 
Date: November 28, 2005 

Extension of 2006 Emerging Solutions in Pain RESPECT Meeting Series 
Projected Budget Estimate 

November 28, 2005 

Detailed Budget Itemization 

Direct Meeting Expenses, Approximate 
One-time only Each group of 10 

costs meetings 

Direct mail invitations, mail services, postage $ . $ 4,725 

Personalized invitations to be mailed to every potential participant; includes printing, 
assembly, mail services and postage. Postage estimated at $0.37 per direct mail piece 

Direct mail list purchase $ . $ . 

Print materials $ . $ 3,500 

Includes printing of shell materials for adaptation and use in individualized symposia kits for 
every symposium; kits to include accreditation information, speaker biographical and 
disclosure information, agenda, reference materials and handout materials, where 
appropriate 

Speaker honoraria $ . $ 25,000 

Speaker travel (air, OOP, hotel} $ . $ 12,000 

Ground transportation $ . $ 2,000 

Catering $ . $ 15,000 

Audio/visual services $ . $ 5,000 

Onsite CME coordination $ . $ 7,500 

Shipping/Fed Ex $ . $ 1,000 

Approximate Total, Direct Meeting Expenses $ . $ 75,725 

Indirect Meeting Expenses 
One-time only Each group of 10 

costs meetings 

Program development $ . $ . 

Includes all labor associated with initial program set-up and development, including 
creation of text for print support materials, graphic design, typesetting and layout of all 
support materials, and development and creation of final program appearance 

Medical Services $ . $ 20,000 

Includes all labor associated with content of each symposium, including identification and 
production of resources specific for each region and clinicians in each association; review 
and coordination of content with faculty 

Meeting management $ 18,000 

Includes coordination with association for date of symposium and all meeting-related 
logistical details; coordination with faculty for dates, travel and all other program details 

Accreditation of program for CME, CPE, CNE $ . $ . 

Continuing Education participant certificates $ 4,500 

Administrative and accounting fees $ . $ 9,458 

Project management $ . $ 12,768 

Total, Indirect Meeting Expenses $ . $ 64,726 
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EDUCATIONAL GRANT DRAFT REQUEST 

The attached material has been reviewed and is approved: 

Payee: Medical Leaming Solutions, Inc. 

Amount: $964,006 
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MEDICAL EDUCATION AGREEMENT 

As a condition of Cephalon, Inc' s contribution of funds to support an ind~pendent 
medical education program (with or without CME credits), the Scientific and Educational 
Activity provider agrees to the following terms and conditions: 

This Agreement ("Agreement") is entered into as of December I, 2005 by and 
between Cephalon, Inc. ("Cephalon") and Medical Leaming Solutions ("Provider") 
regarding a medical education program sponsored by Cephalon entitled "Emerging 
Solutions in Pain" Part A with ongoing activities and development throughout calendar 
year 2006. The parties' mutual objectives are to provide a balanced, independent, 
scientifically rigorous program to promote the education of attendees. 

1. Statement of Purpose. This program is for scientific and educational purposes 
only and not to promote any commercial drug products. 

2. Control of Content and Selection of Presenters and Moderators. The provider 
is ultimately responsible for the control of content and selection of presenters and 
moderators. Cephalon or its agents may respond to requests initiated by the provider for 
suggestions of presenters or sources of possible presenters. Cephalon will suggest more 
than one name (if possible); will provide speaker qualifications; will disclose financial or 
other relationships between Cephalon and speaker; and ,vill provide this information in 
writing. Provider will seek suggestions from other sources, and will, in its sole discretion, 
select presenters and moderators. 

3. Disclosure of Financial Relationships. Provider will direct speakers and 
moderators to disclose to the audience commercial support or funding or other significant 
financial relationships between the speakers and moderators and Cephalon and/or any 
other commercial company whose products are pertinent to the content of the 
presentation. Provider will disclose Cephalon's support at this program. 

4. Involvement in Content. There will be no "scripting," emphasis, or influence 
on content by Cephalon or its agents. However, Cephalon may provide technical support 
to speakers, e.g., furnishing slides or data, upon their request. 

5. Ancillary Promotional Activities. No promotional activities will be permitted 
in the same room as, or in the obligatory path to, the educational activity. No product 
advertisements will be permitted within the program or handouts. 

6. Objectivity and Balance. Provider will advise presenters that data regarding 
Cephalon products (or competing products) are to be objectively selected and presented. 
Provider will provide the opportunity for speakers and the audience to discuss 
information, both favorable and unfavorable, about the product(s) and/or alternative 
treatments. 
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7. Limitations of Data. Provider will request the speakers, to the extent possible, 

to disclose limits on the data, e .g., that it involves ongoing research, interim analyses, 

preliminary data, or unsupported opinion. 

8. Discussion of Unapproved Uses. Provider will request that presenters disclose 

when a product is not approved in the United States for the use under discussion. 

9. ACTIQ Risk Management Program. Provider is aware that ACTIQ® (oral 

transmucosal fentany1 citrate) [C-II] was approved subject to a Risk Management 

Program (RMP). The RMP includes key safety messages that are essential to the safe use 

of this product. They are: 

• ACTIQ is indicated only for the management of breakthrough cancer pain in 

patients with malignancies who are already receiving and who are tolerant to 

opioid therapy for their underlying persistent cancer pain. 

• ACTIQ is contraindicated in the management of acute or postoperative pain, 

because life-threatening hypoventilation could occur at any dose in patients not 

taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 

• Patients considered opioid tolerant are those who are taking at least 60 mg 

Morphine/day, 50 mcg transdermal fentanyl/hour, or an equianalgesic dose of 

another opioid for a week or longer. 

• Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep all units 

from children and discard properly. 

• ACTIQ is intended to be used only in the care of cancer patients and only by 

oncologists and pain specialists who are knowledgeable of and skilled in the use 

of Schedule II opioids to treat cancer pain. 

10. Opportunity for Debate. Provider will ensure opportunities for questioning by 

attendees and scientific debate with and between presenters. 

11 . Independence of Provider in the Use of Contributed Funds. 

(a) funds should be in the form of an educational grant made payable to the 

provider organization. 

(b) Provider must be advised of all other support by Cephalon of the CME 

activity (e.g., distributing brochures, preparing slides). If Provider disapproves of this 

activity, it shall promptly notify Cephalon. 

( c) no other funds from Cephalon will be paid to the program director, faculty, 

or others involved with this CME activity, e.g., additional honoraria. 

12. General. 
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(a) Cephalon agrees to abide by all requirements of the ACCME Standards for 

Commercial Support of Continuing Medical Education, and acknowledges receipt of a 

copy of those standards. 

(b) Provider agrees to: (I) abide by the ACCME Standards for Commercial 

Support of Continuing Medical Education; (2) acknowledge educational support from 

Cephalon in program brochures, syllabi, and other program materials; and (3) upon 

request, furnish Cephalon with a report concerning the expenditure of the funds provided 

by Cephalon. 

IN WITNESS WHEREOF, the parties hereto have executed this Agreement as of 

the day and year first above written. 

Medical Learning Solutions, Inc. CEPHALON, INC. 

By:~ 
Name:Rtighes, PhD 
Title: Vice President Scientific Communications 

APPROVED 

w 
LEGAi.DEPT 
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41 Moores Roadv } 
Frazer, PA 19355-302f 

FAX (610) 738-6311 
j 

;/ ' · 
DIRECT ALL INl;/OICES TO ACCOUNTS PAYABLE DEPARTMENT 

TO: Medical Learning Solutions, Inc. 
101 Washington Street 
Suite 110 
Morrisville, PA 19067 
Attn: Sheri Gavinski, President 

FAX 800-329-9755 

ORDER PROCESSOR DATE ORDERED 

1. Please send one copy of your invoice. 

t<! ;t- f·t f•1 -~~f:,b: ::.~··i~ _i' • ";-:./ ;'-

BUYER 

st1ow thfs Purchase Order Number 

on all correspondence, inv?ces. 

shipping papers and packages 

PURCHASE ORDER 

No. 01763'7' 
NOT VALID UNTIL A NUMBER IS ASSIGNED! 

DA TE: Dec. 9, 2005 DUE DATE: Dec. 9, 2005 

SHIP TO: 

ORIGINATOR 

Cephalon, Inc. 
145 Brandywine Parkway 
West Chester, PA 19380 

Mary Ann Berlin 

SHIP VIA 

2. Order is to be entered in accordance with pnces, delivery and specifications shown above. 

3. Notify us immediately if you are unable to ship as specified. 
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~ AUTHORIZED BY 

o · Hu~hes, VP - Sci. Communications 
PRINT NAME 

Clin. Research 
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Invoice 
Date Invoice # 

Medical Leaming Solutions 

101 Washingt~ 
M. orrisville, P ;~ 

:!tJ Submitted ...__2_1,_012_00_6_.,..___'3_16_A_~ 

Bill To 

Cephalon, Inc. 
41 Moores Road 
Frazer, PA 19355 
Attn: Ed Hoey 

Quantity Description 

FirstThird Billing of Emerging Solutions in Pain 
Program 2006 (grant) Part A 

Federal Tax ID90-0135153 
Thankyoi.J! 

Confidential 

P.O. No. 

0I1u31 

AIP 
-"',\ I 1 J ..,u 

Tenns Project 

UPON RECEIPT Cephalon 

Rate Amount 

268,777.00 268,777.00 

~ -..PhD . 
leleldlc-C 

r ) 

Lf:JL )\-~L 

Total $268,777.00 
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Cephalon, Inc. 
41 Moores Road 
PO. Box 401 1 

Frazer, PA 19355 

Confidential 

MEDICAL EDUCATION AGREEMENT 

As a condition of Cephalon, Inc's contribution of funds to support an independent 
medical education program (with or without CME credits), the Scientific and Educational 
Activity provider agrees to the following terms and conditions: 

This Agreement ("Agreement") is entered into as of December 1, 2005 by and 
between Cephalon, Inc. ("Cephalon") and Medical Leaming Solutions ("Provider") 
regarding a medical education program sponsored by Cephalon entitled "Emerging 
Solutions in Pain" Part B with ongoing activities and development throughout calendar 
year 2006. The parties' mutual objectives are to provide a balanced, independent, 
scientifically rigorous program to promote the education of attendees. 

1. Statement of Purpose. This program is for scientific and educational purposes 
only and not to promote any commercial drug products. 

2. Control of Content and Selection of Presenters and Moderators. The provider 
is ultimately responsible for the control of content and selection of presenters and 
moderators. Cephalon or its agents may respond to requests initiated by the provider for 
suggestions of presenters or sources of possible presenters. Cephalon will suggest more 
than one name (if possible); will provide speaker qualifications; will disclose financial or 
other relationships between Cephalon and speaker; and will provide this information in 
writing. Provider will seek suggestions from other sources, and will, in its sole discretion, 
select presenters and moderators. 

3. Disclosure of Financial Relationships. Provider will direct speakers and 
moderators to disclose to the audience commercial support or funding or other significant 
financial relationships between the speakers and moderators and Cephalon and/or any 
other commercial company whose products are pertinent to the content of the 
presentation. Provider will disclose Cephalon's support at this program. 

4. Involvement in Content. There will be no "scripting," emphasis, or influence 
on content by Cephalon or its agents. However, Cephalon may provide technical support 
to speakers, e.g., furnishing slides or data, upon their request. 

5. Ancillary Promotional Activities. No promotional activities will be permitted 
in the same room as, or in the obligatory path to, the educational activity. No product 
advertisements will be permitted within the program or handouts. 

6. Objectivity and Balance. Provider will advise presenters that data regarding 
Cephalon products (or competing products) are to be objectively selected and presented. 
Provider will provide the opportunity for speakers and the audience to discuss 
information, both favorable and unfavorable, about the product(s) and/or alternative 
treatments. 
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7. Limitations of Data. Provider will request the speakers, to the extent possible, 
to disclose limits on the data, e.g., that it involves ongoing research, interim analyses, 
preliminary data, or unsupported opinion. 

8. Discussion of Unapproved Uses. Provider will request that presenters disclose 
when a product is not approved in the United States for the use under discussion. 

9. ACTIQ Risk Management Program. Provider is aware that ACTIQ® (oral 
transmucosal fentanyl citrate) [C-II] was approved subject to a Risk Management 
Program (RMP). The RMP includes key safety messages that are essential to the safe use 
of this product. They are: 

• ACTIQ is indicated only for the management of breakthrough cancer pain in 
patients with malignancies who are already receiving and who are tolerant to 
opioid therapy for their underlying persistent cancer pain. 

• ACTIQ is contraindicated in the management of acute or postoperative pain, 
because life-threatening hypoventilation could occur at any dose in patients not 
taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 
• Patients considered opioid tolerant are those who are taking at least 60 mg 

Morphine/day, 50 mcg transdermal fentanyl/hour, or an equianalgesic dose of 
another opioid for a week or longer. 

• Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep all units 
from children and discard properly. 

• ACTIQ is intended to be used only in the care of cancer patients and only by 
oncologists and pain specialists who are knowledgeable of and skilled in the use 
of Schedule II opioids to treat cancer pain. 

I 0. Opportunity for Debate. Provider will ensure opportunities for questioning by 
attendees and scientific debate with and between presenters. 

11. Independence of Provider in the Use of Contributed Funds. 

(a) funds should be in the form of an educational grant made payable to the 
provider organization. 

(b) Provider must be advised of all other support by Cephalon of the CME 
activity ( e.g., distributing brochures, preparing slides). If Provider disapproves of this 
activity, it shall promptly notify Cephalon. 

(c) no other funds from Cephalon will be paid to the program director, faculty, 
or others involved with this CME activity, e.g., additional honoraria. 

12. General. 
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(a) Cephalon agrees to abide by all requirements of the ACCME Standards for 
Commercial Support of Continuing Medical Education, and acknowledges receipt of a 
copy of those standards. 

(b) Provider agrees to: (1) abide by the ACCME Standards for Commercial 
Support of Continuing Medical Education; (2) acknowledge educational support from 
Cephalon in program brochures, syllabi, and other program materials; and (3) upon 
request, furnish Cephalon with a report concerning the expenditure of the funds provided 
by Cephalon. 

IN WITNESS WHEREOF, the parties hereto have executed this Agreement as of 
the day and year first above written. 

Medical Learning Solutions, Inc. CEPHALON, INC. 

By:~ 
Name: ~ughes, PhD 
Title: Vice President Scientific Communications 
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41 Moores Road 
Frazer, PA 19355-3021 

FAX (610) 738-6311 

ii 
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Show this Purchase Order Number 

on all correspondence, invoices, 

~- shipping papefl! and packages. 

PURCHASE ORDER 

No. 01763S 
NOT VALID UNTIL A NUMBER IS ASSIGNED! 

DIRECT ALL INVOICES TO ACCOUNTS PAYABLE DEPARTMENT DATE: Dec. 9, 2005 DUE DATE: Dec. 9, 2005 

TO: Medical Learning Solutions, Inc. 
101 Washington Street 
Suite 110 
Morrisville, PA 19067 
Attn: Sheri Gavinski, President 

FAX 800-329-9755 

ORDER PROCESSOR DATE ORDERED 

1. Please send one copy of your invoice. 

2. Order is lo be entered in accordance with prices, delivery and specifications shown above. 

3. Notify us immediately l you are unable to ship as specified. 

Confidential 

SHIP TO: 

ORIGINATOR 

Cephalon, Inc. 
145 Brandywine Parkway 
West Chester, PA 19380 

SHIP VIA 

AUTHORIZED BY 

Rod Hughes, VP - Sci. Communications 

Lesley Russell Sr. VP - Clin. Research 
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Bill To 

Cephalon, Inc. 
41 Moores Road 
Frazer, PA 19355 
Attn: Ed Hoey 

Medical Learn ng Solutions 
l O l Washingt n Street 
Morrisville, P 19067 

P.O.No. Terms 

Date 

2/10/2006 

o,1L008 UPON RECEIPT 

Quantity Description 

FirstThird Billing of Emerging Solutions in Pain 
Program 2006 (grant) Part B 

Federal Tax ID 90-0135153 
Thank you! 

Confidential 
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o)·3\0lf 
~ 

Rate 

321,335.00 

Total 

Invoice 
Invoice# 

1317A 

Project 

Cephalon 

Amount 

321 ,335.00 

PhP 
-~ 

llUI 1,~~,.ullS 

$321 ,335.00 
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// 
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101 Washington Street 
Morrisville, PA 19067 

Edward Hoey 
Cephalon, Inc. 
41 Moores Road 
Frazer, PA 19355 

November 28, 2005 

Dear Mr. Hoey: 

Medical Learning Solutions, Inc. has recently completed a comprehensive needs assessment to 
identify the educational needs of clinicians who provide care to patients with chronic pain. This 
needs assessment was compiled from the following sources: 

• Evaluation summaries of completed and ongoing 2005 Emerging Solutions in Pain 
programs and activities 

• Clinical advisory review 
• Survey of health care professionals, including participants in completed and ongoing 

2005 Emerging Solutions in Pain programs 
• Literature search 

Based on the identified educational need, Medical Learning Solutions is requesting an 
educational grant from Cephalon, Inc. to support the continuation and further development of the 
Em rging Solutions in Pain, or ESP, initiatives. This will include the continuation of selected 
ESP programs instituted in 2005, as well as the development and implementation of a diverse 
series of new activities designed to further increase the knowledge and practice management 
skills of those clinicians who provide care to patients with chronic pain. The ESP initiatives will 
continue to focus on balancing the clinical need to provide adequate analgesia to patients with 
chronic pain with the legal and societal need to monitor for potential issues of abuse, addiction 
and diversion of controlled substances. 

These activities will be designed and planned as follows: 

• Fundamental Emerging Solutions in Pain Programs ( Grant Request Part A); these will 
include the following: 

- Continuance of the Emerging Solutions in Pain web site 

- Convention of an expanded Emerging Solutions in Pain Faculty Advisory Board, 
to address development of new Tools and areas of focus 

- Enhancements to the Emerging Solutions in Pain content, in the form of new 
Tools and resources 

Page2 
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- An expanded awareness campaign to include coordinated advertising in multiple 
media formats 

- Continuing education initiatives associated with Practical Pain Management, 
featuring in-publication articles focusing on topics relevant to Emerging Solutions 
in Pain 

• Live Emerging Solutions in Pain Educational Events and Activities ( Grant Request Part 
B); these will include the following: 

- Continuance of the Meet the Expert exhibit booth at select, larger association 
meetings and expansion of the Meet the Expert mini-booth at smaller association 
meetings 

- Recreation of the RESPECT meeting series to focus on the provision of trained 
Emerging Solutions in Pain faculty to regional and local meetings of clinician 
associations, grand rounds programs and other similar venues 

- Adaptation of the current RESPECT meeting content to focus on the educational 
needs of single-clinician groups at regional and local meetings of clinician 
associations 

• Programs to Further Expand the Reach of the Emerging Solutions in Pain Educational 
Events and Activities ( Grant Request Part C); these will include the following: 

- Development and implementation of a full-day seminar program, to be held for 
clinical attendees of a national congress, focusing on the intersection of pain 
management and addiction medicine 

- Additional RESPECT meetings, held at regional and local meetings of clinician 
associations, grand rounds programs and other similar venues 

The budget to fund these activities is approximately $964,006 for Grant Request Part A; $806,332 
for Grant Request Part B and $381,901 for Grant Request Part C. Please refer to the detailed 
budget section of this proposal for complete grant funding proposals. 

These scientific events will comply with all ACCME, FDA, AMA, and ACPE regulations for 
industry-supported professional continuing education. MLS will be working with MediCom 
Worldwide, Inc. in the planning, execution and development of the accredited activities 
associated with the ESP initiatives. MediCom Worldwide is accredited by the Accreditation 
Council for Continuing Medical Education to provide continuing medical education for physicians 
and is approved by the Accreditation Council for Pharmacy Education to provide pharmacy 
continuing education, as well as an approved provider of nursing continuing education through 
the California State Board of Registered Nursing. 

Thank you in advance for your consideration of this request. 

Respectfully, I 
) tk6ffff~, 
l 

l 

l 
l 
) 

Confidential 

Sheri L. Gavinski 
President, 
Medical Learning Solutions, Inc. 

Page3 

TEVA_MDL_A_01855447 

P-29481 _ 00138



07300E.11I 
I 

• 
I 
I 

• • • • • 
D 

• • • • • • • • • 
I 

I 
I 

I 

I 

I 
I 

I 

I 

I 

I 

I 

NEEDS ASSESSMENT 

IOI Washington Street 
Morrisville, Pennsyl vania 19067 

Phone 215.337.6100 
Fax 2 I 5.337 .0960 

In the United States alone, an estimated 50 million people suffer from some form of chronic pain, and another 25 million people suffer acute pain resulting from surgery or an accident. 1 Significantly, approximately two thirds of patients have been living with their pain for more than five years,2 resulting in an alarming decrease, not only in quality of life, but in productivity for these individuals, as well. A survey conducted in 2000 reported that 36 million Americans missed work the previous year due to pain, and 83 million indicated that pain had affected their participation in various activities.3 

It is well-established that chronic pain is a multi-faceted problem requiring intervention from a range of specialists in different disciplines. Over the last decade, governments, professional organizations and institutions across the country have taken positive steps to improve physician training in pain management and palliative care, in accordance with recommendations issued by the World Health Organization.5 These changes are indicators of the increasing recognition of pain relief and palliative care as appropriate subjects for professional education . 

The increased focus on appropriate pain management has also resulted in certain challenges that impact health care professionals and patients alike. Some of these challenges result from confusion on the part of either patients or health care professionals, or both, regarding the potential of narcotic pain medications for abuse, addiction, misuse and diversion. Other challenges result from increased media attention regarding the prevalence of abuse and diversion, or from a lack of education and understanding regarding regulations for appropriate prescription of Schedule II agents. Patients, for example, may hesitate to use narcotics over fears of addiction, while health care professionals may be reluctant to prescribe opioids over concerns of increased scrutiny or investigation by local, state or federal law enforcement officials. When these types of concerns are combined with controversies surrounding the lack of scientific data on addiction, complex regulatory policies, and vague practice guidelines, the barriers to successful pain management become significant; undertreatment of pain is an all-too-common result. 

One often-cited barrier in prescribing opioid analgesics to patients with chronic pain is the perception that physicians who treat their patients with these medications will come under increased scrutiny from the DEA and other regulatory and/or law enforcement agencies. This perception is due, in part, to documented increases in the diversion and sale of oxycodone and hydrocodone products. The source for much of this information is a unique epidemiologic network, known as Community Epidemiology Work Groups, or CEWG, that is designed to inform drug abuse prevention and treatment agencies, public health officials, policymakers, and the general public about current and emerging drug abuse patterns. Of the approximately 7,300 narcotic analgesic/opiate items analyzed by forensic laboratories across 19 CEWG areas in 2004, nearly 91 percent represented four drug classes: hydrocodone (35.3 percent), oxycodone (23.1 percent), methadone (19.1 percent), and codeine {13.3 percent).9 
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Exhibit 1 shows the number of hydrocodone items in 6 GEWG sites where more than 100 items were reported in 2004 

Exhibit 1. Number of Hydrocodone Items Reported by Forensic Laboratories in 6 CEWG Areas, Ordered by Percentage of Total Items: FY 2004 

Texas 0 .215) __ -__ --_ · d•: ·_-_ ,>+< ., 
2 .4 

Abanla (269) ._, 1.6 

SanDego (153) ,, 10 

0.7 

Los Angeles (204) ,_ 0.4 

New Y0<k ay (275) J::~~~0.;.4 ----,-------,----...----.----l 
00 05 1.0 1 5 2.0 2.5 30 

SOURCE: NFLIS. DEA 

Exhibit 2 depicts the number of oxycodone items analyzed by forensic laboratories in 6 CEWG areas where more than 1 OD were reported . 

Exhibit 2. Number of Oxycodone Items Reported by Forensic Laboratories in 6 CEWG Areas, Ordered by Percentage of Total Items: FY 2004 

Alladel)hia ( 527) 
2 .0 

Boston (1~J 
1 6 

Atanra ( 144) 0.9 

New YorkOt;, (2671 0.4 

Texas (210) £ 0 4 

BMiro<e (1311 ~ 0.3 

00 0.5 10 1 5 2.0 2.5 

SOURCE NFLIS. DEA 

As can be seen in Exhibit 1 and Exhibit 2 above, there are clearly issues with abuse, misuse and diversion associated with some narcotic agents in certain geographic locations. Moreover, in March of 2004 the Office of National Drug Control Policy stated, "6.2 million Americans were current abusers of prescription drugs."6 This information, while extremely important, is not, however, a justification for undertreatment of pain, even in those patients who may be identified at higher risk for abuse, misuse, addiction or diversion. Many studies have shown, in fact, that properly managed medical use of opioid analgesic drugs is effective and rarely causes clinical addiction, which is defined as compulsive, often uncontrollable use.7 The key to this statement is "properly managed medical use", which consists of a 
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comprehensive pain management program of assessment, monitoring and documentation, consistently utilized for all patients with chronic pain. 

If properly managed medical use of opioids is a cornerstone of effective pain management, however, even today, many health care professionals lack the understanding, knowledge and tools for appropriate use of narcotic medications. Critically, pain management is not a significant area of focus in many medical schools, and physicians often graduate with misconceptions regarding appropriate pain management practices and techniques. In a recent study of medical students' attitudes toward pain and the use of opioid analgesics, half of senior medical students surveyed believed addiction risks associated with opioids are substantial , and more than one third were concerned about drug regulatory agency investigations. Moreover, these seniors were more pessimistic than freshmen surveyed about relieving chronic pain, and they appeared to have less understanding about the sources of pain in cancer patients. 8 

NEEDS ASSESSMENT SURVEYS 

To further define the educational needs of clinicians active in the field of pain management, our group conducted a series of surveys in 2005, in which we asked physicians about their practices and the therapies that they utilize to provide analgesia. The first survey was conducted among participants in the 2005 RESPECT meeting series, with a selection of evaluation questions and responses from this survey summarized in Exhibit 3, below. 

X I It : e ect1ons rom t e E h"b" 3 S I f h 2005 RESPECT M eetma p roaram Evaluation F orm 
Do you manage patients who are experiencing acute JJBin? 
Many 

44% 
Few 

30% 
None 

8% 
Do you manage patients who are experiencina chronic Dain? 
Many 

50% 
Few 

24% 
-None 

6% 
How do you currentlv manaae Dain Datients? 
Opioids 

25% 
Combination of all methods 16% 
Non-ooioids 14% 
OTC medications 10% 
Psvcholoaical/social theraov 3% 
Phvsical theraov 3% 
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Other 

If you don't utilize opioid analgesics, why? 

Concerns over issues of abuse, misuse, addiction and diversion 
Concerns over federal and state regulations 

Don't feel opioids are necessary 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 21 5.337.61 00 
Fax 215.337.0960 

3% 

39% 

12% 

8% 
Are pain management interdisciplinary teams a standard of practice in your geographic area? 

No 57% 
Yes 24% 

This information collected from the RESPECT meeting participants has been separately validated through two needs assessment surveys that question health care professionals regarding their needs for painrelated information. The first of these two surveys provided data regarding clinicians' top interests, preferred method of education, and other details regarding continuing education, collected from almost 1300 clinicians specializing in the field of pain management. The following results demonstrate topics that the respondents view to be of high interest in pain management: 

1. Pharmacologic Advances in Pain Management 78% 
2. Chronic Nonmalignant Pain Management 75% 
3. Acute Pain Management 57% 
4. Addiction, Substance Abuse 47% 
5. Cancer Pain Management 41% 

The second of these two surveys was conducted among more than 900 clinicians who participated in pain management continuing education programs in 2003 - 2005, and focused specifically on suggested topics for future programs. While numerous, diverse program topics were suggested, several core topics were suggested repeatedly by more than 130 respondents. These topics included: 

1. Drug abuse and addiction 

2. Treating the chemically dependent with chronic pain 
3. Opioids for the treatment of pain 

4. Narcotics: dosages, indications and contraindications 
5. Assessment guidelines and tools 

6. Pain-related case studies 
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7. Legal issues, including regulations from the DEA, medical board issues and pharmacy law matters 

When the results of these surveys are combined, it is clear that additional curriculum and training are required to help insure improvements in the delivery of pain relief, to include identifying the: 
► Critical issues involving the use of opioid analgesics 
► Fundamental rights of patients to pain treatment 
► Patients at high risk for opioid misuse, abuse and/or diversion 
► Legal ramifications when prescribing controlled substances 

One of the ways this challenge can be met is through the continuance of continuing education programs that focus on pain management in general, and, specifically, the effective use of opioids in patients with chronic pain. The goal of such programs must be to support clinicians in improving patient care while reducing the potential for abuse, addiction, diversion, and medical regulatory/malpractice liability exposures arising from poor pain management practices . 
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Emerging Solutions In Pain (ESP) is an ongoing initiative that was developed by clinicians for physicians, pharmacists, nurses and other healthcare professionals who are active in the field of pain management. The ESP initiative, which was launched in February of 2005, was created specifically to address the issues and critical unmet needs in the field of pain management. These issues specifically involve balancing the fundamental rights of patients and clinicians with the challenge of identifying patients who are at greater or lesser risk for opioid misuse and addiction, and with the challenges associated with the complex regulations involved in prescribing controlled substances. In 2005, the ESP initiative included a diverse array of activities and programs, including the development of a multimedia CD-ROM-based clinician Tool Kit; a clinician-focused web site for the dissemination of pain management information; an exhibit booth that provided clinician attendees of national congresses with information regarding the Emerging Solutions in Pain tools and resources; and a series of ten accredited regional meetings that focused on the importance of establishing standards of care and the interdisciplinary team in proactive pain management. Each of these activities is summarized below . 

The ESP initiative is based upon ongoing input and expertise from a renowned group of clinical experts with backgrounds in pain management, addiction medicine, anesthesiology and neurology. These experts include those individuals listed in Exhibit 4, below. Based on input from these experts, in 2005, the Emerging Solutions in Pain initiative was dedicated to the development, production and dissemination of information and tools focused on assessment, monitoring and best practices for treating patients with opioids. These experts also provided extensive guidance and input in terms of the most effective methods for delivering this information to practicing clinicians. 

Exhibit Four-A: The Emerging Solutlons in Pain Faculty Advisory Board 
Gerald M. Aronoff, MD, DABPM, FAAEP 
Chairman, Department of Pain Medicine 
Presbyterian Orthopaedic Hospital 
Charlotte, North Carolina 

Fernando T. Avila, MD 
Private Practice, 
Pain Management and Anesthesiology 
San Antonio, TX 

David B. Brushwood, RPh, JD 
Professor, Pharmacy Health Care Administration 
College of Pharmacy 
University of Florida 
Gainesville, FL 

Daniel M. Gruener, MD 
President, Greater Philadelphia Pain Society 
Clinical Assistant Professor of Psychiatry 
Jefferson Medical College 
Philadelphia, Pennsylvania 
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Jeffrey A. Gudin, MD 
Clinical Director 
Pain Management Center 
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Englewood Hospital and Medical Center 
Englewood, New Jersey 

Mitchell Halter, MD 
Neurologist 
Integrative Pain Center of Arizona 
Tucson, AZ 

Howard A. Heit, MD, FACP, FASAM 
Assistant Clinical Professor of Medicine, 
Georgetown University School of Medicine 
Washington, DC 

Steven D. Passik, PhD 
Director, Symptom Management and Palliative Care 
Markey Cancer Center 
Associate Professor of Medicine and Behavioral Sciences 
University of Kentucky 
Lexington, Kentucky 

Joseph Shurman, MD 
Anesthesiologist and Pain Consultant 
Scripps Memorial Hospital 
La Jolla, California 
Clinical Assistant Professor and Pain Consultant 
University of California, San Diego 
San Diego, California 

Lynn R. Webster, MD, FACPM, FASAM 
Alpine Pain and Addiction Medicine 
Salt Lake City, UT 

101 Washington Street 
Morrisville, Pennsyl vania I 9067 

Phone 2 I 5.337.6100 
Fax 215.337.0960 

Exhibit Four-8: Other Contributing Faculty to the Emerging Solutions in Pain Initiatives Daniel Bennett, MD 
Daniel Brookoff, MD 
Andrea Cheville, MD 
Doris Cope, MD 
Douglas Gourlay, MD, FRCPC, FASAM 
Jayson Hymes, MD, MPH, FACPM 
Benjamin Johnson, Jr, MD 
Bill McCarberg, MD 
Michael Moskowitz, MD, MPH 
Richard Payne, MD 
Steven Stanos, DO 
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The information collected through the first 11 months of the Emerging Solutions in Pain initiative clearly indicates that a significant educational need exists for continuing education programs and resources devoted to the needs of clinicians who provide care to patients with chronic pain. Based on these educational needs, it is recommended that a series of initiatives be implemented in 2006 to continue and extend the 2005 Emerging Solutions in Pain programs. These initiatives include the following . 

Grant Request Part A: Fundamental Emerging Solutions In Pain Programs 
1. Continuance of the Emerging Solutions in Pain web site at www.EmergingSolutionsinPain.com 
2. Recruitment and convention of an expanded Emerging Solutions in Pain Faculty Advisory Board, to address development of new Tools and areas of focus 
3. Enhancements to the Emerging Solutions in Pain content, distributed via the web site and a new Tool Kit; enhancements to be based upon Faculty recommendations 
4. Expanded awareness campaign to include coordinated advertising in multiple media formats 
5. Continuing education initiatives associated with Practical Pain Management, featuring inpublication articles focusing on topics relevant to Emerging Solutions in Pain 

Grant Request Part B: Live Emerging Solutions in Pain Educational Events and Activities 
1. Continuance of the Meet the Expert exhibit booth at select, larger association meetings and expansion of the Meet the Expert mini-booth at smaller association meetings 
2. Recreation of the RESPECT meeting series to focus on the provision of trained Emerging Solutions in Pain faculty to regional and local meetings of clinician associations, grand rounds programs and other similar venues 

3. Adaptation of the current RESPECT meeting content to focus on the educational needs of singleclinician groups at regional and local meetings of clinician associations 

Grant Request Part C: Programs to Further Expand the Reach of the Emerging Solutions in Pain Educati nal Events and Activities 

1. Development and implementation of a full-day seminar program, to be held for clinical attendees of a national congress, focusing on the intersection of pain management and addiction medicine 
2. Additional RESPECT meetings, held at regional and local meetings of clinician associations, grand rounds programs and other similar venues 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

Program Overview: Summary of Work Completed in 2005 

1. THE EMERGING SOLUTIONS IN PAIN (ESP) WEB SITE 
This web-based, comprehensive initiative is designed to meet the needs of physicians, pharmacists, nurses and other health care professionals who are actively involved in the management of patients who may be or are actively prescribed opioids. This easy-to-access web site is the repository of an invaluable and diverse collection of practical tools, resources, information, recent updates, and various other programs that reflect the diverse challenges and issues facing pain management clinicians today (Exhibit A-1 ) . 

In addition, members are required to register prior to accessing the fundamental Emerging Solutions in Pain resources and tools. This enables tracking of information pertaining to member specialty and Tool use, and provides a method for updating site users with information regarding new programs and tools as they become available. 

Exhibit A-1: The Emerging Solutions in Pain Home Page 
l l'1Pluin1~ tn l,mrP111P ~olu•inu 11, µ1111 l\1 111S-OIT lrih•r,,rt l• pl ,.,, 

• 1=11'R1 fk £.. ~ f---.S Tools ~ 

o~ • .,_, 3 ~ t,, Fs-m ,-...ems e, jp-1• •~ f;<;; a .:s 

Hperi,nc • •-•e-p~in'.' 

0 """ 
0 70% 

0 "'" 
0 "'" 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

Since the launch of the Emerging Solutions in Pain website in February, 2005, almost 500,000 hits to the site has resulted in more than 17.33 Gigabytes of information being downloaded directly from the ESP site to practicing clinicians; more than 77.48 Megabytes of information is downloaded daily. Exhibit A-2 shows the trend of recent activity on ESP in terms of successful hits over time. 

R port: Hits Graph - EmergingSolutionslnPain.com 
__ Date Rang~: _Q2/24/2005 - 09/15/2005 

Hits Gra h 

2/2005 

3/2005 

4/2005 

5/2005 

6/2005 

7/2005 

8/2005 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

Exhibit A-3 demonstrates the trend of recent activity on the Emerging Solutions in Pain website, in terms of visitor sessions over time. An individual visitor defines a "session" as a series of clicks on ESP during a specific period of time. A session is initiated when the visitor arrives at ESP, and it ends when the browser is closed or after a period of inactivity. The significant number of monthly sessions is not surprising, given the many diverse tools available to practicing clinicians, both as printable documents and as electronic downloads . 

R port: Sessions Graph - EmergingSolutionslnPain.com 
Date Range: 02/24/2005 - 09/15/2005 

S ssions Graph I 1 1 1 1 I 1 • 

2/2005 

3/2005 

4/2005 

5/2005 

6/2005 

7/2005 

8/2005 

- I I 12,000 User Sessions 

165 

506 

463 

540 

636 

1,359 

A significant measure of website relevance is the number of credible, non-related web sites linked to the site. The number of sites hyperlinked to ESP or that mention the ESP site is a measure of the growing influence of the Emerging Solutions in Pain initiative in the pain management community (Exhibit A-4). 

Exhibit A-4 

1. American Physical Therapy Association 
(http://www.apta.org/AMfremplate.cfm?Section=Archives2&Template=/CustomsourcefraqgedPa ge/PTlssue.cfm&lssue-09/02/2005#article24599) 

2. American Chronic Pain Association (http://www.theacpa.org/pf 03 05.asp) 
3. The L gal Sid of Pain 

(http://www.legalsideofpain.com/index.cfm?fuseaction=page.display&pid= 10) 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

4. Find That CE (http://www.findthatce.com/search advanced/detail.php?ceid=844) 
5. Actiq® Educational Offerings (http://www.actiq.com/physicians/mededucationD 
6. Pain.com 

(http://www.pain .com/sections/categories of pain/breakthrough/Resources/professional resourc es/resource.cfm?id=1341) 

7. Painfoundation.org 
(http://www.painfoundation.org/marylandpain/Downloads/ESP Brief .pdf #search=' emerqingsolutio nsinpain.com') 

8. American Society for Pain Management Nursing (http://www.aspmnhouston.org/about.html) 
9. Doctor's Guide 

( http://www.docquide.com/news/content. nsf /medicalresou rcesweb?openform&id=e85e90285e48 7ca885256b1 e00595908&cond=cme-related+sites) 
10. American Alliance of Cancer Pain Initiatives 

2. 

(http://www.aacpi.org/PCP webpages/AnalgesicPharm.pdf#search='emergingsolutionsinpain.co m') 

THE ESP TOOL KIT CD-ROM 
The Emerging Solutions in Pain Tool Kit CD-ROM (Exhibit A-5) provides health care professionals with an extensive array of electronic tools that may be used to effectively assess a patient's potential for opioid abuse, addiction, and diversion; to monitor the patient who is prescribed opioids; and to implement best practices in the management of patients with chronic pain. Every tool featured on this CD-ROM is available in electronic format, enabling instant and convenient access to clinicians who wish to view the informative multimedia slide-audio programs, the helpful printable documents, or the resourceful references and hyper links to access all content instantaneously. 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

Exhibit A-5 

To date, 71,265 Emerging Solution in Pain Tool Kit CD-ROMs have been shipped and/or distributed to health care professionals who are involved in pain treatment and management. 

3. THE ESP MINI-DISC PUBLICATION 

The Emerging Solutions in Pain Mini-Disc was created to focus health care professionals on the diverse resources and educational tools available to them via both the Emerging Solutions in Pain webs~e and the ESP Tool Kit CD-ROM. The accompanying ESP Slim Jim Publication (Exhibit A-6) highlights and describes not only the contents of the attached Mini-Disc, but also the entire Emerging Solutions in Pain initiative, as well. In addition, the Publication also features a Business Reply Card (BRC), attached along the perforated edge, providing health care professionals with a convenient method for requesting the ESP Tool Kit CD-ROM; this BRC is a source of data for future mailings, as well. 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

The ESP Mini-Disc Publication is easily distributed at either a RESPECT Meeting Series or at one of the Meet the Experts booths. To date, almost 73,000 of the ESP Mini-Disc Publications have been shipped or distributed to health care professionals. 

Exhibit A-6 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

4. AWARENESS CAMPAIGN 

In order to create awareness as well as increase the reach and frequency of the Emerging Solutions in Pain initiatives, a targeted campaign has been implemented in 2005, with the goal of disseminating key information to health care professionals who provide care to patients with chronic pain. This campaign has included journal and Internet advertisements, press releases and commentaries . 

Practical Pain Management 

This journal is published for the medical practitioner who is dedicated to helping patients experiencing chronic pain. Through a coordinated series of program informational announcements, including one press release, one clinical editorial and a series of three back cover or full-page advertisements, key Emerging Solutions in Pain messages have reached the 39,000-clinician subscriber list every month since May, 2005. As can be seen from the occupational breakout and percentage of total readership (Exhibit A-7, below), the top five occupations that clearly deal with the management of pain on a daily basis, are now much more familiar with Emerging Solutions in Pain and with the practical services and tools created by ESP to support their practice and patients . 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

Exhibit A-7: Practical Pain Management Demographics 

TOTAL PERCENT SPECIALlY QUALIREO OFTOTAL 
Anesthesiology/Pain Med 3.467 9.4 Dental Specialties 

462 1.2 Emergency Medicine 
474 1.3 Family Practice 

6.571 17 .6 
General Practice 

1.504 4.1 General Surgery 
659 1.8 Internal Medicine 

5.736 15.4 Neurology/Neurosurgery 4.287 11.6 Ob/Gyn 
243 0.7 Occupational/looustrial Medicine 332 0.9 

Oncology/ Hematology 248 0.7 Orthopedic Medicine/Surgery 4,283 11.6 Pain Medicine/ Management 1.606 4.3 Pediatrics 
408 1.1 Pn~ical Med & Rehab/Sports Med 2.642 7.1 Radiology: Oncology/ Diagnostic/ Intervention a I 413 1.1 Rheumatology 

1.253 3.4 
Other 

2.488 6.7 
TOTAL QUAUAED CIRCULATION 37,0ltl 100.0 

The American Academy of Physical Medicine and Rehabilitation (AAPM&R) Web site: www.aapmr.org 
The American Academy of Physical Medicine and Rehabilitation is a national medical society representing more than 7,000 physicians who are specialists in the field of physical medicine and rehabilitation. The Emerging Solutions in Pain Meet the Expert Booth will be present at the 2005 AAPM&R National Meeting, to be held in Philadelphia, PA in October. In conjunction with this opportunity, ESP has placed a banner advertisement on the AAPM&R web site that will be viewable and will include a click-through link to www.EmergingSolutionsinPain.com until January, 2006. This banner is located at: 

http://www.aapmr.org/assembly/prelim/aa051.htm 
The AAPM&R web site reported almost 32,000 user sessions in June, 2005; each of these users will thus be potentially exposed to key Emerging Solutions in Pain messages. 
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IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

Program Overview: Proposed 2006 Activities 
The following activities are recommended as the Fundamental Emerging Solutions in Pain Programs in 2006. 

1. Continuance of the Emerging Solutions in Pain web site at www.EmergingSolutionsinPain.com 
2. Recruitment and convention of an expanded Emerging Solutions in Pain Faculty Advisory Board, to address development of new Tools and areas of focus 
3. Enhancements to the Emerging Solutions in Pain content, distributed via the web site and a new Tool Kit; enhancements to be based upon Faculty recommendations 
4. Expanded awareness campaign to include coordinated advertising in multiple media formats 
5. Continuing education initiatives associated with Practical Pain Management, featuring inpublication articles focusing on topics relevant to Emerging Solutions in Pain 
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Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain 
Summary of Proposed Budget, Grant Request Part A 

Fundamental Emerging Solutions in Pain Programs 
November 28, 2005 

Cost Summary 

ESP Website 

Approximate Total , Direct Expenses $ 

Indirect Expenses $ 
Cost of Expansion and Maintenance of the Emerging Solutions in Pain Website $ 

ESP Facutty Advisory Committee Meeting 

Approximate Total , Direct Expenses $ 

Indirect Expenses $ 
Cost of 2006 Emerging Solutions in Pain Faculty Advisory Committee Meeting $ 

ESP Too/Kit 

Approximate Total, Direct Expenses $ 

Indirect Expenses $ 
Cost of Development and Production of Emerging Solutions in Pain Tool Kit , Volume Two $ 

ESP Awareness Campaign 

Approximate Total , Direct Expenses $ 

Indirect Expenses $ 

Cost of 2006 ESP Awareness Campaign $ 
Accredited Journal Article Series 

Approximate Total , Direct Expenses $ 

Indirect Expenses $ 

Cost of PPMJ Accredited Journal Article Series $ 

Total Budget, 2006 Fundamental Emerging Solutions in Pain Programs $ 

Approval Signature 
Date 

22,350 

129,229 

151,579 

71,062 

66,500 

137,562 

45,000 

105,850 

150,850 

45,000 

16,500 

61,500 

216,000 

88,841 

304,841 

806,332 

Not : no work may begin until Medical Learning Solutions receives, via email or fax, this approval with 
signatur and dat 
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Program Summary 

IOI Washington Street 
Morrisv ille, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337 .0960 

Program Title The Emerging Solutions in Pain Web Site 

Pr gram Overview Medical Learning Solutions is proposing to continue and expand the multimedia Web Site that currently houses and promotes the Emerging Solutions in Pain initiative. This Web Site provides health care professionals with an extensive array of tools for assessing the potential for abuse, addiction and diversion in their patients with chronic pain, for monitoring their pain patients, and for accessing information regarding "best practices" in the long-term management of these patients. Registered members of EmergingSolutionsinPain.com can access and print available Tools and supporting references, view videoslide/audio-based case studies, read relevant literature and journal articles, view schedules for upcoming events such as the Meet the Expert Booth, and register for live peer-to-peer meetings that are part of the Emerging Solutions in Pain initiative. 

Int nded Audience The primary audience of the Emerging Solutions in Pain Web Site are physicians, pharmacists, nurses and other allied health care professionals who provide care to patients with chronic pain. 

Program Objectives in 2006, one goal of the Emerging Solutions in Pain Web Site will be to continue to provide clinicians with tools and resources for assessing and monitoring the risk potential of their patients for opioid misuse, abuse and addiction. New goals for the Emerging Solutions in Pain web site include the following: 

F rmat 

November 28, 2005 

Confidential 

(1) Expand the reach of this web site and the important information it contains to the following groups: 
a. Non-physician members of the pain management community, e.g. , nurses, physician assistants, pharmacists b. Pain specialists and addictionologists who have not yet registered at the web site 
c. Medical students who have an interest in treating pain as part of their studies 
d. Physicians who treat pain as part of their practice and who have not yet registered at the web site (2) Provide new resources and tools for clinicians who are involved in pain management. These tools and resources will be identified, in part, at the 2006 Faculty Advisory Committee Meeting, but may include one or more of the following: 
a. Online versions of any new tools developed through the 2006 Emerging Solutions in Pain initiatives 
b. A searchable database of FAQs, answering the most common questions clinicians have pertaining to opioid misuse, abuse and addiction 
c. A dynamic online forum in which clinicians may post questions or comments for other registered users to respond to, or for one of the Emerging Solutions in Pain faculty to answer d. An expanded listing of links to other pain management resources 

A multimedia Web Site, with separate links for assessing and monitoring patients whose chronic pain is being treated with opioids; for "best practice" information; 
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Distribution 

Request for 
Sponsor Support 

Total Budget: 

November 28, 2005 

Confidential 

Program Summary 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 2 15.337.0960 

for journal articles relevant to the Emerging Solutions in Pain initiative; for other Emerging Solutions in Pain information and programs 

The Emerging Solutions in Pain Web Site will be available to all individuals via the Internet at www.EmergingSolutionsinPain.com. Free registration will be required to access the majority of information on the Web Site, including all of the Emerging Solutions in Pain Tools and journal articles 

Medical Learning Solutions will announce and promote the Emerging Solution in Pain Web Site through journal advertisements, banner advertisements and announcement brochures for the Emerging Solutions in Pain initiative . 

As a supplement to these primary methods, Medical Learning Solutions may request the assistance of Cephalon, Inc. in the dissemination of information regarding this program to the medical community. The content of such information, however, is the responsibility of Medical Learning Solutions, and any such distribution will solely be as a supplement to MLS' primary methods of announcement and promotion . 

$151,579 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 06-003 
Date: November 28, 2005 

Expansion and Maintenance of the Emerging Solutions in Pain Website 
Projected Budget Estimate 

November 28, 2005 

Cost Summary 

Approximate Total, Direct Expenses $ 22,350 

Total, Indirect Expenses $ 129,229 

Expansion and Maintenance of the Emerging Solutions in Pain Website $ 151,579 

Direct Expenses, Approximate 
Clinical expert honoraria 

$ 17,000 
Honoraria for authorship of monthly column, Clinical Expert Commentary ; selected In the Know columns 

Topix.net feed 
$ 3,000 

Stock photography/ illustrations 
$ 2,000 Miscellaneous (non-fulfillment shipping, faxes, etc.) 
$ 350 

Approximate Total, Direct Expenses $ 22,350 

Indirect Expenses 
IT f programming services 

$ 26,800 
Includes programming of new tools, resources and content, to be determined by consultation with Faculty Advisory Committee; coordination with Internet and database programming vendors 

Graphic design / production services 
$ 10,500 

Includes production of new graphics associated with new tools and resources 

Medical / scientific services 
$ 33,000 

Includes all content development for ESP.com, development of copy for new Web pages as needed, 
coordination with clinical reviewers, ongoing development of clinical expert commentary, In the News summaries and Topix.net feed; maintenance of links and other information 

Website maintenance, 12 months total 
$ 42,000 

Includes all hosting and co-location fees; routine website maintenance; and technical support 
Administrative and accounting fees 

$ 3,168 Project management 
$ 13,761 

Total, Indirect Expenses $ 129,229 
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Program Title 

Program Overview 

Program Summary 

IOI Washington Street 
Morri sville, Pennsyl vania 19067 

Phone 215.337.6100 
Fax 21 5.337.0960 

The Emerging Solutions in Pain 2006 Faculty Advisory Board Meeting 

The Emerging Solutions in Pain initiative was developed by clinicians for physicians, pharmacists, nurses and other health care professionals involved in the field of pain management. The input and guidance of these clinicians was instrumental in determining the original parameters and scope of the initiative, and remains critical for the ongoing success of future Emerging Solutions in Pain initiatives. Medical Learning Solutions is therefore recommending that the Emerging Solutions in Pain Faculty Advisory Committee reconvene for a one-day meeting in February 2006. At this meeting, the Faculty will address the current needs of clinicians involved in the field of pain management, and identify potential areas for the development of future Emerging Solutions in Pain tools and resources. 

Medical Learning Solutions is recommending that the 2006 Emerging Solutions in Pain Faculty Advisory Committee include all currently active Emerging Solutions in Pain faculty members, as well as a select group of clinicians that have made some contribution to the 2005 Emerging Solutions in Pain initiatives. The members of the Faculty Advisory Committee have therefore been tentatively identified to include those individuals listed below; final Committee selection will be based upon faculty availability; additional names will be added, as needed. 

Daniel Bennett, MD 
Daniel Brookoff, MD 
David B. Brushwood, RPh, JD 
Douglas Gourlay, MD, FRCPC, FASAM 
Jeffrey A. Gudin, MD 
Howard A. Heit, MD, FACP, FASAM 
Benjamin Johnson, Jr., MD 
Christine Miaskowski, RN, PhD, FAAN 
Steven D. Passik, PhD 
Joseph Shurman, MD 
Steven Stanos, DO 
Lynn R. Webster, MD, FACPM, FASAM 

Int nd d Audience The primary audience who will benefit from a reconvention of an expanded Emerging Solutions in Pain Faculty Advisory Committee will be physicians, pharmacists, nurses and other allied health care professionals who provide care to patients with chronic pain, and who utilize opioids in their pain practices. The needs of these clinicians will be specifically addressed at the Advisory Board Meeting, and new Emerging Solutions in Pain tools and resources will be recommended by the Faculty for their use in 2006. 

Program Objectives The purpose of the Emerging Solutions in Pain Faculty Advisory Committee is to provide guidance for future direction of the Emerging Solutions in Pain initiatives. This will require the accomplishment of the following objectives at the Advisory Committee Meeting: 

November 28, 2005 Page 25 
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Format 

Distribution 

Total Budget: 

November 28, 2005 

Confidential 

Program Summary 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.61 00 
Fax 215.337 .0960 

(1) Summarize the activities and programs that comprised the 2005 Emerging Solutions in Pain initiatives 
(2) Outline current trends in the use of opioids for the treatment of chronic pain, focusing on any new developments in laws or regulations pertaining to the prescription of controlled substances; new products and therapies that will be available for the treatment of chronic pain; and new reports pertaining to the assessment, monitoring or documentation of patients who are prescribed opioids 
(3) Based on the above, recommend: 

a. New tools and resources that would meet the unmet needs of clinicians who provide care to patients with chronic pain 
b. Changes and updates to the current RESPECT slide modules 

A one-day meeting, to be tentatively held in February 2006. The exact date and location of this meeting will be based on the schedules of the attending faculty; it is anticipated that this meeting will be held immediately before or after a national congress or association meeting which the majority of faculty will attend. Options for this meeting include the International Conference on Pain & Chemical Dependency in Brooklyn, New York and the American Academy of Pain Medicine Meeting in San Diego, California. 

Attendance at the 2006 Emerging Solutions in Pain Faculty Advisory Committee Meeting will be determined by past participation in the Emerging Solutions in Pain initiatives. Invitations will be issued to currently active faculty members and to select faculty who made some contribution to the initiatives in 2005. 

$137,562 
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Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

2006 Emerging Solutions in Pain Faculty Advisory Committee Meeting 
Proposed Budget 
November 28, 2005 

Program Parameters 

Attending faculty 11 

Clinical expert moderator 1 

Length of meeting 1 day 

Cost Summary 

Approximate Total, Direct Expenses $ 
Total, Indirect Expenses $ 

71,062 

66,500 

Cost of 2006 Emerging Solutions in Pain Faculty Advisory Committee Meeting $ 137,562 
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Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

2006 Emerging Solutions in Pain Faculty Advisory Committee Meeting 
Proposed Budget 
November 28, 2005 

Detailed Budget Itemization 

Direct Expenses, Aooroxlmate 
Print materials 

Meeting kits to include agenda, handout materials, current RESPECT meeting slides and 4/c binder $ 
Speaker honoraria (11 faculty member + 1 moderator) $ 
Speaker travel (air, OOP, hotel) $ 
ROI staff travel (air, OOP, hotel) $ 
Ground transportation $ 
Venue rental fee 

$ 
Food & Beverage (Dinner, Buffet Breakfast, Buffet Lunch, Two Breaks) $ 
Audio/visual services 

$ 
Transcription 

$ 
Miscellaneous (non-fulfillment shipping, faxes, FedEx, etc.) $ 

Approximate Total, Direct Expenses $ 

Indirect Exoenses 
Program development $ 
Graphic design 

$ 

Includes all labor associated with initial program set-up and development, including development and 
production of meeting slides, coordination of print support materials, graphic design, typesetting and 
layout of all support materials, and development and creation of final program appearance 

Meeting management $ 
Includes faculty management, venue coordination, meeting logistics, travel and all other program 
details 

Site inspection 
$ 

Onsite management (four staff members) $ 
Administrative and accounting fees $ 
Project management 

$ 
Total, Indirect Expenses $ 

2,000 

32,500 

13,600 

5,000 

2,400 

1,000 

6,062 

6,000 

1,500 

1,000 

71,062 

12,500 

17,000 

13,000 

3,000 

6,000 

2,585 

12,415 

66,500 
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Program Title 

Program Overview 

Program Summary 

The Emerging Solutions in Pain Tool Kit, Volume Two 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

Medical Leaming Solutions is proposing to develop new tools and content for the Emerging Solutions in Pain Tool Kit, Volume Two. Volume One of the Tool Kit provided clinicians with specific tools for assessing the potential for abuse, addiction and diversion in their patients with chronic pain, for monitoring their pain patients, and for accessing information regarding "best practices" in the long-term management of these patients. Volume Two will expand upon the tools and resources presented in Volume One, as directed by the Emerging Solutions in Pain faculty attending the 2006 Faculty Advisory Committee Meeting. 

The new tools and resources that will be included in Volume Two of the Tool Kit will be available via a new multi-media CD-ROM, as well as via a downloadable series at the Emerging Solutions in Pain web site. 

Intended Audience The primary audience of the Emerging Solutions in Pain Tool Kit Volume Two will be physicians, pharmacists, nurses and other allied health care professionals who provide care to patients with chronic pain . 

Program Objectives The specific tools and resources that will make up the Emerging Solutions in Pain Tool Kit Volume Two will be taken from recommendations made by the Emerging Solutions in Pain Faculty. These tools and resources may include the following: 

Format 

Distribution 

R qu st for 
Sp nsor Support 

November 28, 2005 

( 1) Tools for assessing functionality in patients who are prescribed opioids, such as a driving impairment test 
(2) Tools to assist in appropriate documentation of those patients who are prescribed opioids, such as chart stickers or downloadable return visit forms (3) Resources outlining specific legal issues associated with prescribing opioids (4) Case studies of patients who have had issues with misuse, abuse or addiction to opioids 

A multimedia CD-ROM and online at www.EmergingSolutionsinPain.com 

The Emerging Solutions in Pain Tool Kit Volume Two will be available through the following avenues: 
(1) Through BRC request cards 
(2) Through electronic download at www.EmergingSolutionsinPain.com 
(3) Through distribution at the Emerging Solutions in Pain Meet the Expert Booth (4) Through distribution at the RESPECT Meeting Series 

Medical Learning Solutions will announce and promote the Emerging Solution in Pain Tool Kit Volume Two through the means of distribution outlined above. In addition, all Emerging Solutions in Pain initiatives will direct clinicians to www.EmergingSolutionsinPain.com, where Volume Two will be prominently featured. These will include journal advertisements, banner advertisements and brochures for the Emerging Solutions in Pain initiative. 

As a supplement to these primary methods, Medical Learning Solutions may request the assistance of Cephalon, Inc. in the dissemination of information 
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Total Budget: 

November 28, 2005 

Confidential 

Program Summary 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 2 15.337 .0960 

regarding this program to the medical community. The content of such information, however, is the responsibility of Medical Learning Solutions, and any such distribution will solely be as a supplement to MLS' primary methods of announcement and promotion. 

$150,850 
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Proposal Number: 06-003 
Da1e: November 28, 2005 

101 Washing1on St, Suite 11 O 
Morrisville, PA 19067 

2006 Emerging Solutions in Pain Tool Kit, Volume Two 
Proposed Budget 
November 28, 2005 

Cost Summary 

Approximate Total, Direct Expenses 

Total, Indirect Expenses 

D v lopment end Production of the Emerging Solutions In Pain Tool Kit, Volume Two 

Detailed Budget Itemization 

Direct Expenses, Approximate 
Duplication: ESP Tool Kil CD-ROM, Quantity: 10,000 

Four color, two page CD mailer with two inside pockets to house four-color silk-screened CD-ROM plus 16-page four-color saddle-
stitched booklet. 4/0 + varnish, score, fold, insertion of CD, shrinkwrapping. 

Audio track recording 

Professional voice talent narration of Tool Kit instructions, KOL commentary, etc. 

Clinical expert honoraria 

Preparation, review of audio commentary 

Postage for returned BRCs* 

Postage to ship CDs for BRC requests• 
Miscellaneous (non-fulfillment shipping, faxes, etc.) 

Approximate Total, Direct Expenses 

Indirect Exoenses 
IT / programming services 

Includes programming of multi-media CD-ROM, including user-friendly CD interface; programming of Tools and resources, 
instruc1ions and commentary; adaptation of all Tools and resources to formats appropria1e for onllne posting and use 

Graphic design / production services 

Includes produc1ion of mul1i-media animation and graphics for CD; adaptation of design for CD case, rep BRC, journal 
advertisemen1s; 1ypesetting, layout, proofing, coordination with print and duplication vendors 

Medical / scientific services 

Includes content development for rep BRC, journal advertisement, CD booklet 

Fulfillment of CDs In response to returned rep BRCs 

Administrative and accountlna fees 
Project management 

Total, Indirect Expenses 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

'Note that "BRCs" refers to excess Business Reply Cards printed in 2005 in association with the ESP Slim Jim. BRCs will not be re-printed in 2006. 
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45,000 

105,850 

150,850 

24,500 

3,500 

9,000 

2,500 

5,000 

500 

45,000 

33,465 

13,500 

37,630 

5,000 

2,543 

13,712 

105,850 
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Program Summary 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215 .337.6IO0 
Fax 215.337.0960 

Program Title The Emerging Solutions in Pain Awareness Campaign 

Program Overview Medical Learning Solutions is proposing to increase the number of health care 
professionals who are aware of the Emerging Solutions in Pain initiative through 
the development and implementation of a coordinated series of advertising 
campaigns in 2006. The goal of this awareness campaign is to expand the reach of the Emerging Solutions in Pain initiatives to health care professionals who will 
benefit from the educational information presented at the web site, on the Tool 
Kit CD-ROM, at the Meet the Experts Booth and at the RESPECT meeting 
series. 

Int nded Audience The primary audience of the Emerging Solutions in Pain Tool Kit Volume Two will include physicians, pharmacists, nurses, physician assistants, and other health 
care professionals who provide care to patients with chronic pain . 

Program Objectives The overall objective of the 2006 Awareness Campaign is to increase the 
number of health care professionals who are active in the Emerging Solutions in Pain community. The specific objectives will include, but are not limited to: 

Format 

Distribution 

Request for 
Spons r Support 

Total Budget: 

November 28, 2005 

(1) Increase the number of registered users at 
www.EmergingSolutionsinPain.com 

(2) Increase the number of user sessions at www.EmergingSolutionsinPain.com 
(3) Increase the total amount of information downloaded at 

www.EmergingSolutionsinPain.com 

Journal and banner advertisements 

The 2006 Emerging Solutions in Pain Awareness Campaign will include, but is 
not limited to: 
(1) Journal advertisements in Practical Pain Management Journal 
(2) Banner advertisements at select professional pain management organization 

web sites 

Medical Learning Solutions will coordinate the Emerging Solution in Pain 
Awareness Campaign through the means of distribution outlined above. 

As a supplement to these primary methods, Medical Learning Solutions may 
request the assistance of Cephalon, Inc. in the dissemination of information regarding this program to the medical community. The content of such information, however, is the responsibility of Medical Learning Solutions, and any 
such distribution will solely be as a supplement to MLS' primary methods of 
announcement and promotion. 

$61,500 
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Proposal Number: 06-003 

Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

2006 Emerging Solutions in Pain Awareness Campaign 
Proposed Budget 
November 28, 2005 

Cost Summary 

Approximate Total, Direct Expenses 

Total, Indirect Expenses 
D V lopment and Implementation of the 2006 Emerging Solutions in Pain 

Awareness Campaign 

Detailed Budget Itemization 

Direct Expenses, Approximate 
Journal advertisements, 12 months 

Four-color, full-page advertising series in selected pain management journals 

Banner advertisements, 6 months 

Advertising campaign at select professional organization web sites, to occur in conjunction with annual 
congresses and association meetings 

Miscellaneous (non-fulfillment shipping, faxes, etc.) 

Approximate Total, Direct Expenses 

Indirect Expenses 
Graphic design / production services 

Medical/ scientific services 

Administrative and accounting fees 
Project management 

Total, Indirect Expenses 
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$ 45,000 

$ 16,500 

$ 61,500 

$ 40,200 

$ 4,200 

$ 600 

$ 45,000 

$ 8,750 

$ 2,000 

$ 750 

$ 5,000 

$ 16,500 
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Pr gram Overview 

CE Pr vider 

Int nd d Audience 

Program Summary 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215 .337 .0960 

The Emerging Solutions in Pain Accredited Article Series 

Medical Learning Solutions is proposing to develop and produce an accredited 
series of eight journal articles, directed toward physicians, pharmacists, nurses 
and other health care professionals who are involved in the care of patients with 
chronic pain. This series of accredited articles will be initially published in the 
Practical Pain Management Journat, all articles will be available for credit online 
at the Emerging Solutions in Pain web site, as well. 

Based on the need to educate clinicians in the assessment and treatment of 
chronic pain patients who may be at risk for abuse, addiction and diversion, the 
The Emerging Solutions in Pain Accredited Article Series will be accredited by a 
third party CE vendor of our choice. 

All articles in the Accredited Article Series will be accredited for: 

• CME credit for physicians by the Accreditation Council for Continuing 
Medical Education. Each activity will be approved for a maximum of one 
hour of category 1 credit toward the AMA Physician's Recognition 
Award. 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy 
Education. Each activity will be approved for a maximum of 1.0 credit 
hour (0.1 CEU) for Continuing Pharmacy Education 

• CNE credit for nurses. Each activity will be approved for a maximum of 
1.0 Contact Hours. 

The primary audience of The Emerging Solutions in Pain Accredited Article 
Series includes physicians, pharmacists, nurses and other health care 
professionals who provide care to patients with pain. 

Pr gram Objectives The purpose of The Emerging Solutions in Pain Accredited Article Series is to 
educate clinicians on key topics relating to the Emerging Solutions in Pain 
initiatives. These topics may include, but are not limited to, the following: 

November 28, 2005 

Confidential 

(1) Assessing functionality in patients prescribed opioids for chronic pain 
(2) Urine drug testing and other methods for monitoring patients who are 

prescribed opioids 
(3) Determining relative risk of opioid abuse 
( 4) Issues relating to drug testing in patients who are prescribed opioids 
(5) Standards of care in pain management 
(6) The importance of interdisciplinary teams in effective pain management 
(7) Neurobiology of addiction 
(8) Legal issues associated with the prescription of opioids 
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Format 

Post-Activity 
Fe dback 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

November 28, 2005 

Confidential 

Program Summary 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215 .337 .6100 
Fax 215.337 .0960 

A series of eight four-page accredited articles in the Practical Pain 
Management Journal 

Course evaluation forms will be required of all participants who seek to receive 
continuing education credit. Medical Learning Solutions will work with the third 
party CE vendor to summarize the information collected from these forms in a 
formal report to evaluate program effectiveness. 

Participants will evaluate the following as excellent, good, fair or poor: 
( 1 ) Overall content 
(2) Faculty teaching effectiveness 
(3) Format 

Participants will also respond to the following questions: 
(1) How well did the program achieve its educational objectives? 
(2) Do you feel the program material was useful and practice-oriented? 
(3) Do you feel that the information provided in this educational activity will aid in 

improving patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic options? 
(5) Would you participate in future educational activities? 

Medical Learning Solutions and the third party CE vendor will announce and 
promote The Emerging Solutions in Pain Accredited Article Series primarily 
through advertisement at the Emerging Solutions in Pain web site. 

As a supplement to these primary methods, Medical Learning Solutions and the 
third party CE vendor may request the assistance of Cephalon, Inc. in the 
dissemination of information regarding this program to the medical community. 
The content of such information, however, is the responsibility of Medical 
Learning Solutions, and any such distribution will solely be as a supplement to 
MLS' primary methods of announcement and promotion. 

$304,841 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 06-003 
Date: November 28, 2005 

Emerging Solutions in Pain Accredited Journal Article Series 

A Series of 4-Page Articles Inserted in Practical Pain Management Journal and Posted 
Online at www.EmergingSolutionsinPain.com 

November 28, 2005 

Program Parameters 

Number of 2006 issues 8 

Total 2006 articles 8 

Pages per article 4 

Circulation per article 39,000 

Cost Summary 
one-Time t-'er Amcle Total, 1:1gnt Amc,e 
Charges Costs Series 

Approximate Total, Direct Expenses; Development and Production $ - $ 27,000 $ 216,000 
Total , Indirect Expenses; Development and Production $ 2,000 $ 10,855 $ 86,841 

Subtotal $ 2,000 $ 37,855 $ 302,841 

C st of Eight Emerging Solutions in Pain Accredited Journal Article Series $ 304,841 

Per Issue Cost I $ o.981 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 06-003 
Date: November 28. 2005 

Emerging Solutions in Pain Accredited Journal Article Series 

A Series of 4-Page Articles Inserted in Practical Pain Management Journal and Posted 
Online at www.EmergingSolutionsinPain.com 

November 28, 2005 

Detailed Budget Itemization 
Approximate Direct Expenses, Development and Production 

une-1,me !-'er Art1c1e 1 ota1 , 1:1gnt ArtIc1e 
Charges Costs Series 

Clinical expert honoraria $ 3,000 $ 24,000 
Insert page charges, PPMJ $ 10,000 $ 80,000 

Four-page article printed on matte cover stock as journal insert 

Accreditation of program for CME, CPE, CNE $ 8,000 $ 64,000 
Continuing Education participant certificates (estimate 750 certificates per 
program) 

$ 6,000 $ 48,000 
Approximate Total, Direct Expenses, Development and Production $ . $ 27,000 $ 216,000 

Indirect Expenses, Development and Production 
une-1,me !-'er Art1c1e 1 ota1, 1:1gnt Art1c1e 
Charges Costs Series 

Program development $ 1,200 $ 9,600 
Includes coordination with clinical expert for receipt of article; coordination with 
accreditor, internal teams, PPMJ staff 

Medical services $ 2,400 $ 19,200 

Includes development of supporting verbiage (needs assessment, objectives, etc.) 
and sell-assessment; editorial services; fact-checking services; proofreading 

Production services $ 275 $ 2,200 

Includes layout and typesetting of articles, supporting web pages for online posting 
Programming of finished monograph for Web-posting, archiving $ 950 $ 7,600 
Database creation, management $ 2,000 $ - $ . 
Administrative and accounting fees $ 2,566 $ 20,528 
Project management $ 3,464 $ 27,713 

Total, Indirect Expenses, Development and Production $ 2,000 $ 10,855 $ 86,841 
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10 1 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215 .337.6100 
Fax 215.337.0960 

Grant Request Part B: Live Emerging Solutions in Pain Educational 
Events and Activities 

Program Overview: Summary of Work Completed in 2005 

1. ESP MEET THE EXPERTS BOOTH 
Another key Emerging Solutions in Pain initiative for 2005 is the ESP Meet the Experts exhibit booth, which is an informational and interactive exhibit booth that features mini-presentations by leading experts in pain and addiction medicine at select national healthcare association conferences. The goals of the Meet the Expert booth are several-fold: 

1. Introduce the Emerging Solutions in Pain initiative to clinicians attending the meeting 
2. Distribute ESP resources to clinicians, including the Emerging Solutions in Pain Tool Kit CD-ROM and Mini-Disc Publication 

3. Provide clinicians with an opportunity to meet with national leaders in the field of pain management, in an intimate setting designed to foster interaction and discussion 
4. Capture clinical expert presentations for video replay at the Emerging Solutions in Pain web site 
5. Allow clinicians to explore the Emerging Solutions in Pain web site and the Tool Kit CD-ROM through interactive kiosks 

6. Make clinicians aware that new and innovative resources are being added to the ESP web site on a continuing basis 

Through 2005, the Meet the Expert Booth has disseminated Emerging Solutions in Pain information and resources to clinicians at multiple meetings: 

Meeting Date Location 

AAPM February, 2005 Palm SprinQs, CA 
APS March, 2005 Boston, MA 
ASAM April, 2005 Dallas, TX 

AAFP September, 2005 San Francisco, CA 
AAPM&R October, 2005 Philadelphia, PA 

November 28, 2005 Page 38 
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101 Washington Street 
Morrisville, Pennsyl vania 19067 

Phone 2 15.337.6100 
Fax 215.337 .0960 

Grant Request Part B: Live Emerging Solutions in Pain Educational 
Events and Activities 

2. THE ESP RESPECT (RESPONSIBLE PAIN EDUCATION CAN BE THERAPEUTIC) MEETING SERIES 
This accredited series of regional meetings is directed toward physicians, pharmacists, nurses, and other allied health care professionals who provide care to patients with chronic pain. The RESPECT meetings focus on the role of opioids in pain management, concerns over addiction, and the potential for diversion. One of the goals of this series is to educate clinicians on resources that are available within their own community for building interdisciplinary teams and networks to improve the quality of care for patients with chronic pain. As such, these programs are accredited for physicians, pharmacists and nurses; topics addressed include: 

1. Standards of care for determining a patient's treatment plan 
2. Interdisciplinary team approaches to pain management 

I 

I 

I 

I 

I 
I 
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IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 2 15.337.61 00 
Fax 21 5.337.0960 

Grant Request Part B: Live Emerging Solutions in Pain Educational 
Events and Activities 

3. Two - three case studies of patients in the actual community 

Each meeting participant receives a RESPECT binder with all slides presented in the program, as well as tools and information specific to the treatment of patients with pain in the local community . Resources in this binder include: 

1. The Emerging Solutions in Pain Tool Kit CD-ROM 
2. The American Pain Foundation TARGET Chronic Pain Card 
3. Opioid Risk Tool (both clinician and patient forms) 
4. The Hamilton Rating Scale for Depression 
5. Return Visit Clinician Checklist and Patient Questionnaire 
6. Internet resources, organized by: 

a. Federal government resources 

b. State government resources 

c. Legal resources 

d. Pain management resources 

e. Professional Associations 

f. Online Continuing Education (CE) resources 
7. State-specific information from the state medical board(s) 

The faculty for each RESPECT meeting is composed of two nationally-known faculty and two to three regional speakers, thus creating a dynamic presentation that addresses challenges associated with pain management on both a national and regional level. 

To date, there have been seven RESPECT meetings involving 47 physicians, 113 pharmacists, 72 nurses and 38 other allied health care specialists. 
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IO I Washington Street 
Morrisville, Pennsylvani a 19067 

Phone 215.337.6100 
Fax 21 5.337 .0960 

Grant Request Part B: Live Emerging Solutions in Pain Educational 
Events and Activities 

Exhibit 8-1 

You ~tt! per!tona//y 

f:v.··".- . . f ·. invited to participJt!• in .. 

' .NSPECT ·.:.: .. ,, 
. ·,~~ -- --

Regional Emerging Solutions in Pain 
through Education, 

Communication & Treatment 

SupoortOO by dO 

educ.ttional g .in t from 

~., Cephalon 
·• . .· ·f:lellYW rnorv,. 

Program Overview: Proposed 2006 Activities 

The following activities are recommended as the Live Emerging Solutions in Pain Educational Events and Activities in 2006. 

1. Continuance of the Meet the Expert exhibit booth at select, larger association meetings and expansion of the Meet the Expert mini-booth at smaller association meetings 

2. Recreation of the RESPECT meeting series to focus on the provision of trained Emerging Solutions in Pain faculty to regional and local meetings of clinician associations, grand rounds programs and other similar venues 

3. Adaptation of the current RESPECT meeting content to focus on the educational needs of singleclinician groups at regional and local meetings of clinician associations 
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Proposal Number: 06-003 

Date: November 28, 2005 

101 Washington St, Suite 11 0 
Morrisville, PA 19067 

Emerging Solutions in Pain 
Summary of Proposed Budget, Grant Request Part B 

Live Emerging Solutions in Pain Educational Events and Activities 
November 28, 2005 

Cost Summary 

Meet the Experts Booth 

Approximate Total , Direct Costs $ 

Indirect Costs $ 

Cost of the 2006 Meet the Expert Booth Series $ 
RESPECT Meetings 

Approximate Total, Direct Costs $ 

Indirect Costs $ 

Cost of a 20-Activity RESPECT Meeting Series $ 
Total Budget, 2006 Live Emerging Solutions in Pain Educational Events and 

$ Activities 

Approval Signature Date 

380,150 

208,290 

588,440 

170,950 

204,616 

375,566 

964,006 

Note: no work may begin until Medical Learning Solutions receives, via email or fax, this approval with 
signature and date 
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Program Title 

Program Overview 

Intended Audience 

Program Summary 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337 .0960 

The Emerging Solutions in Pain Meet the Experts Booth 

Medical Learning Solutions is proposing to continue utilizing the Meet the Experts Booth as an informational and interactive display for educating clinicians in the Emerging Solutions in Pain initiatives at national congresses and association meetings. In 2006, Medical Learning Solutions is proposing to tailor Booth activities to the size and specific purpose of the congress or association. Thus, at larger meetings, the full Meet the Expert Booth will be utilized, while a smaller Emerging Solutions in Pain Booth will be displayed at smaller congress and association meetings . 

Functionality for the full-size Meet the Expert Booth will include a seating area for meeting attendees to interact with Emerging Solutions in Pain clinical experts; computer terminals featuring interactive displays highlighting the Emerging Solutions in Pain initiatives, membership registration for the Emerging Solutions in Pain Web Site, and the Emerging Solutions in Pain Tool Kit. The smaller Emerging Solutions in Pain Booth will focus on interactive displays of the Tool Kit and video highlights of previous Meet the Expert presentations; membership registration; and distribution of the Emerging Solutions in Pain Tool Kit. 

The primary audience of the Emerging Solutions in Pain Meet the Experts Booth will be physicians, pharmacists, nurses and other allied health care professionals who provide care to patients with chronic pain and who attend selected national association meetings and congresses. Currently suggested meetings include the 2006 meetings of the AAPM, AAPM&R, AANP, AMCP and ASAM . 

Program Objectives The purpose of the Emerging Solutions in Pain Meet the Expert Booth is to disseminate information concerning the Emerging Solutions in Pain initiative to clinicians practicing in the field of pain management, and to educate those clinicians on the assessment and monitoring of pain patients, and on good practice management techniques. Clinicians visiting the booth will have opportunities to: 
(1) Interact with Emerging Solutions in Pain clinical experts in small discussion groups, focusing on tools and strategies that will contribute to a proper balance of pain control and abuse/diversion minimization (full-size Meet the Expert Booth only) 
(2) On computer terminals, view multi-media, interactive programs highlighting the issues associated with minimization of abuse, addiction and diversion, the Emerging Solutions in Pain Tool Kit and associated case studies (3) Receive copies of the Emerging Solutions in Pain Tool Kit CD-ROM and other support materials, such as the Mini-Disc Publication 
(4) Gain exposure to the resources available at the Emerging Solutions in Pain Web Site, and register as a "member'', thereby expediting their ability to access online resources 

Format An interactive meeting booth, to be presented at national association meetings and congresses. The full-size Meet the Expert Booth will feature live peer-topeer interactions with Emerging Solutions in Pain clinical experts, as well as interactive, multimedia programs that highlight the Emerging Solutions in Pain initiatives. The smaller Emerging Solutions in Pain Booth will focus on educating clinicians in the availability of the Emerging Solutions in Pain initiatives. 
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Distribution 

Request for 
Sponsor Support 

Total Budget: 

November 28, 2005 

Confidential 

Program Summary 

IOI Washington Street 
Morrisville. Pennsylvania 19067 

Phone 21S .337.6100 
Fax 21 S.337.0960 

The Emerging Solutions in Pain Meet the Expert Booth will be available at 
selected national association meetings and congresses; meetings identified to 
date include the AAPM, AAPM&R, AANP, AMCP and ASAM. The 
announcement of the Booth will be made via direct mail to registered meeting 
attendees and members, and via journal and/or banner advertisements. 
Information at the Booth will be provided by Emerging Solutions in Pain clinical 
experts and by Medical Learning Solutions staff members. 

Medical Learning Solutions is promoting the Emerging Solutions in Pain Meet the 
Experts Booth through a variety of methods, including direct mail, publication of a 
multimedia Mini-Disc, and journal and banner advertisements . 

As a supplement to these primary methods, Medical Learning Solutions may 
request the assistance of Cephalon, Inc. in the dissemination of information 
regarding this program to the medical community. The content of such 
information, however, is the responsibility of Medical Learning Solutions, and any 
such distribution will solely as a supplement to MLS' primary methods of 
announcement and promotion. 

$588,440 
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Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 11 O 
Morrisville, PA 19067 

2006 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 
November 28, 2005 

Program Parameters 
Number of Exhibitions of the Full-Size Meet the Expert Booth 

Number of Exhibitions of the Smaller Emerging Solutions in Pain Booth 

Cost Summary 
Per Meeting 

One-Time Approximate Direct Expenses $ -
Approximate Total, Direct Expenses: Full-Size Booth (AAPM, AAPM&R) $ 111 ,570 

Approximate Total, Direct Expenses: Mini ESP Booth (ASAM, AANP, AMCP) $ 46,550 

Total , Indirect Expenses $ 64,598 

Total Cost of the 2006 Emerging Solutions in Pain Exhibition Booth Serles 

2 

3 

Total 

$ 47,000 

$ 193,500 

$ 139,650 

$ 208,290 

$ 588,440 
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2006 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 
November 28, 2005 

Detailed Budget Itemization 

Approximate Total, Direct Expenses 
On -Time ADoroximate Direct Expenses 

Per Meeting 
Update of existing mini-booth; new graphic panels for full-size booth 

Booth give-aways 

Miscellaneous (non-fulfillment shipping, faxes, etc.) 

Subtotal, One-Time Approximate Direct Expenses 

• • 
a 

Full•Slz Bo th (AAPM, AAPM&R) 
Exhibit space (includes liability insurance) 
Booth set-up/tear-down (floor plan, shop prep, installation and dismantling including labor 
supervision, travel) 
Equipment rental (computer units, plasma screen, switcher unit, audio w/ lav mic , 
electrical , telecommunication links, chairs, carpeting, etc.) 

Shipping of booth to AAPM meeting site only 
Shipping of booth to AAPM&R meeting site only (note additional shipping charges for 
Hawaii location of AAPM&R) 

Shipping of supplies (mini-discs, Tool Kits, etc) to meeting site - delivery to booth charges 
Badge Reader System (3 units) 

Booth advertisement 

Advertisement in meeting catalog/publication (full page, 4/c) 
Booth posters, printing 

KOL expenses: two KOL faculty 

Honoraria 

Travel : air, hotel, ground, OOP 

ROI expenses: three ROI staff 

Travel : air, ho1el, ground, OOP 
Exhibitor registration 

Subtotal, Approximate Direct Expenses for Full-Size Booth 

Confidential 

$ 15,400 

$ 25,720 

$ 10,590 

$ 8,820 

$ 20,820 

$ 2,200 

$ 770 

$ 2,925 

$ 825 

$ 12,000 

$ 4,300 

$ 6,900 

$ 300 

$ 111,570 

Total 

$ 15,000 

$ 30,000 

$ 2,000 

$ 47,000 

2 meetinas total 
$ 30,800 

$ 51,440 

$ 21 ,180 

$ 8,820 

$ 20,820 

$ 4,400 

$ 1,540 

$ 5,850 

$ 1,650 

$ 24,000 

$ 8,600 

$ 13,800 

$ 600 

$ 193,500 
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Proposal Number: 06-003 

Date: November 28 , 2005 

101 Washington St, Suite 11 O 
Morrisville, PA 19067 

2006 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 
November 28, 2005 

Detailed Budget Itemization 

Approximate Total, Direct Expenses (continued) 
Per Meeting 

Mini Bo th (AANP, AMCP, ASAM) 
Exhibit space (includes liability insurance) $ 1,430 
Booth Rental for 8X1 O Space $ 3,850 
Booth set-up/tear-down (floor plan , shop prep, installation and dismantling including labor 
supervision, travel) $ 15,950 
Equipment rental (computer units, plasma screen, switcher unit, audio w/ lav mic, 
electrical , telecommunication links, chairs, carpeting, etc.) $ 6,475 
Shipping of booth to meetinQ site $ 7,975 

Shipping of supplies (mini-discs, Tool Kits, etc) to meeting site - delivery to booth charges $ 2,200 
Booth advertisement 

Advertisement in meeting catalog/publication $ 2,310 
Booth posters, printing $ 660 

ROI expenses: three ROI staff 

Travel: air, hotel , ground, OOP $ 5,500 
Exhibitor registration $ 200 

Subtotal, Approximate Direct Expenses for Mini Booth $ 46,550 

Total 

3 meetings total 

$ 4,290 

$ 11,550 

$ 47,850 

$ 19,425 

$ 23,925 

$ 6,600 

$ 6,930 

$ 1,980 

$ 16,500 

$ 600 

$ 139,650 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 06-003 
Date: November 28, 2005 

2006 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 
November 28, 2005 

Detailed Budget nemization 
Total, Indirect Expenses 

Per Meeting Total 

Medical / scientific services $ 4,000 $ 20,000 
Includes development of content for meeting advertisements; ; coordination of presentation 
content with ESP KOLs 

Graphic design / production services $ 2,000 $ 10,000 
Includes development of display graphics for booth panels, graphics for interactive booth 
displays; graphic design, typesetting and layout of booth posters and advertisements 
(direct mail plus meeting catalog); proofreading; coordination with print vendors; etc. 

Conference management services 
staffing booth during meeting; coordination with KOLs pre-meeting, post-meeting and 
during meeting; coordination with conference vendors, coordination of booth advertising; 
etc. 

Conference management services: Full-Size Booth (2 total) $ 26,700 $ 53,400 
Conference management services: Mini Booth (3 total) $ 17,300 $ 51,900 

Administrative and accounting fees $ 5,460 $ 27,301 
Project management $ 9,138 $ 45,689 

Total, Indirect Expenses $ 64,598 $ 208,290 
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Program Title 

Program Overview 

CE Provider 

Intended Audience 

November 28, 2005 

Confidential 

Program Summary 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

The Emerging Solutions in Pain RESPECT Meeting Series 

Medical Learning Solutions is proposing to adapt the 2005 RESPECT meetings 
into a new series that focuses on the provision of trained Emerging Solutions in 
Pain faculty to regional and local meetings of clinician associations, grand rounds 
programs and other similar venues. The 2006 RESPECT Meeting Series will therefore focus on providing practical clinical information via an accredited 
lecture series to health care professionals practicing in local clinics, hospitals and 
office settings . 

In this series, Medical Learning Solutions in proposing to update the 2005 
RESPECT Meeting slide modules with information that will be appropriate for smaller groups of clinicians, such as will attend local and regional association 
meetings and grand rounds presentations. Select Emerging Solutions in Pain 
faculty who express interest and availability will then be trained remotely via 
teleconference in the new data; these individuals will form a RESPECT Meeting Speakers' Bureau. Medical Learning Solutions will work with local and regional 
association meetings and hospitals hosting grand rounds presentations to identify meetings of clinicians which will benefit from an accredited presentation focusing on Emerging Solutions in Pain/RESPECT Meeting topics. After a need 
has been identified, Medical Learning Solutions will coordinate all logistical arrangements for the presentation with a trained, available Faculty member . 

Based on the need to educate clinicians in the assessment and treatment of 
chronic pain patients who may be at risk for abuse, addiction and diversion, The Emerging Solutions in Pain RESPECT Meeting Series will be accredited by a 
third party CE vendor of our choice . 

The Meeting Series will be accredited for: 

• CME credit for physicians by the Accreditation Council for Continuing 
Medical Education. Each activity will be approved for a maximum of one 
hour of category 1 credit toward the AMA Physician's Recognition 
Award. 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy 
Education. Each activity will be approved for a maximum of 1.0 credit 
hour (0.1 CEU) for Continuing Pharmacy Education 

• CNE credit for nurses. Each activity will be approved for a maximum of 
1.0 Contact Hours. 

The primary audience of The Emerging Solutions in Pain RESPECT Meeting Series includes clinicians who provide care to patients with pain. These clinicians will include physicians, pharmacists and nurses, but may be extended to other clinical and non-clinical members of a multi-disciplinary treatment team, such as social workers, case managers, etc. 
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Program Objectives 

Format 

Post-Activity 
F edback 

Distribution 

R quest for 
Sponsor Support 

Total Budget: 

November 28, 2005 

Confidential 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337 .0960 

Program Summary 

The purpose of the RESPECT Meeting Series is to educate clinicians on the key tenets of the Emerging Solutions in Pain initiative, focusing on the role of appropriate assessment and monitoring techniques, and good practice management strategies, in achieving effective interactions between members of the treatment team. In addition, other topics may be included, based upon recommendations made by the Emerging Solutions in Pain Faculty Advisory Committee. 

A series of live, peer-to-peer activities scheduled in conjunction with local and regional association meetings and at hospital or clinic-based grand rounds programs throughout the United States. This proposal is for 20 RESPECT meetings. 

Course evaluation forms will be required of all participants who seek to receive continuing education credit. Medical Learning Solutions will work with the third party CE vendor to summarize the information collected from these forms in a formal report to evaluate program effectiveness. 

Participants will evaluate the following as excellent, good, fair or poor: (1) Overall content 
(2) Faculty teaching effectiveness 
(3) Format 
(4) Audio/visual 

Participants will also respond to the following questions: 
(1) How well did the program achieve its educational objectives? (2) Do you feel the program material was useful and practice-oriented? (3) Do you feel that the information provided in this educational activity will aid in improving patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic options? (5) Would you participate in future educational activities? 

Medical Learning Solutions and the third party CE vendor will announce and promote The Emerging Solutions in Pain RESPECT Meeting Series primarily through arrangement with the local/regional association hosting the meeting; or the hospital sponsoring the grand rounds presentation. Medical Learning Solutions will also advertise availability of these meetings via advertisement on the Emerging Solutions in Pain web site. 

As a supplement to these primary methods, Medical Learning Solutions and the third party CE vendor may request the assistance of Cephalon, Inc. in the dissemination of information regarding this program to the medical community. The content of such information, however, is the responsibility of Medical Learning Solutions, and any such distribution will solely be as a supplement to MLS' primary methods of announcement and promotion. 

$375,566 
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Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Confidential 

Emerging Solutions In Pain 2006 RESPECT Meeting Series 
Projected Budget Estimate 

November 28, 2005 

Program Parameters 

Number of regional association symposia 

Faculty presenter per activity 
Approximate number, health care professional attendees per meeting 

Direct mail Invitations to health care professionals 

Cost Summarv 
One-time only 

costs 

Approximate Total , Direct Meeting Series Expenses $ 

Total, Indirect Meeting Series Expenses $ 47,663 
Approximate Total, Direct Meeting Support Expenses $ 19,500 

Total , Indirect Meeting Support Expenses $ 27,500 

Subtotal, one-time only costs $ 94,663 
Subtotal, 20-meeting RESPECT series $ 

Cost of 2006 Emerging Solutions in Pain 20-Meetlng RESPECT Serles 

10 

1 

30 

150 

Each group of 1 O 
meetings 

$ 75,725 

$ 64,726 

$ 

$ 

$ 

$ 280,903 

$ 375,566 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 06-003 
Date: November 28, 2005 

Emerging Solutions in Pain 2006 RESPECT Meeting Series 
Projected Budget Estimate 

November 28, 2005 

Detafted Budget Itemization 

Direct Meeting Expenses, Aooroximate 
One-time only Each group of 10 

costs meetings 
Direct mall invitations, mail services, postage $ $ 4,725 

Personalized invitations to be mailed to every potential participant; includes printing, 
assembly, mail services and postage. Postage estimated at $0.37 per direct mail piece 

Direct mall list purchase $ - $ 
Print materials $ $ 3,500 

Includes printing of shell materials for adaptation and use in individualized symposia kits for 
every symposium; kits to include accreditation information, speaker biographical and 
disclosure information, agenda, reference materials and handout materials, where 
appropriate 

Speaker honorarla $ - $ 25,000 
Speaker travel (air, OOP, hotel) $ $ 12,000 
Ground transportation $ $ 2,000 
Catering $ $ 15,000 
Audio/visual services $ - $ 5,000 
Onslte CME coordination $ - $ 7,500 
Shipping/Fed Ex $ - $ 1,000 

Approximate Total, Direct Meeting Expenses $ - $ 75,725 

Indirect Meeting Expenses 
One-time only Each group of 10 

costs meetings 
Program development $ 45,000 $ -

Includes all labor associated with initial program set-up and development, including creation 
of text for print support materials, graphic design, typesetting and layout of all support 
materials, and development and creation of final program appearance 

Medical Services 
$ 18,000 $ 20,000 

Includes all labor associated with content of each symposium, including identilication and 
production of resources specific for each region and clinicians in each association; review 
and coordination of content with faculty 

Meeting management 
$ 18,000 

Includes coordination with association for date of symposium and all meeting-related 
logistical details; coordination with faculty for dates, travel and all other program delails 

Accreditation of program for CME, CPE, CNE $ 15,000 $ -
Continuing Education participant certificates $ 4,500 
Administrative and accounting fees $ 6,240 $ 9,458 
Project management $ 8,423 $ 12,768 

Total, Indirect Meeting Expenses $ 47,663 $ 64,726 
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Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain 2006 RESPECT Meeting Serles 
Projected Budget Estimate 

November 28, 2005 

Detailed Budget Itemization 

Direct Meeting Suooort Ex11enses, Approximate 
One-time only 

costs 

Slide module updates 

Medical writing $ 8,500 
Speaker honoraria $ 3,500 

Production of non-accredited video from one RESPECT meeting 

Equipmenl rental $ 3,000 
Travel $ 4,500 

Approximate Total, Direct Meeting Support Expenses $ 19,500 

Indirect Meeting Suooort Expenses 
One-time only 

costs 
Slide module updates 

Program development $ 2,300 
Medical services $ 7,950 

Production of non-accredited video from one RESPECT meeting 
Program development $ 1,775 
Editing, post production $ 9,975 

Administrative and accounting fees $ 3,320 
Project management $ 4,480 

Total, Indirect Meeting Support Expenses $ 27,500 

Each group of 1 o 
meetings 

$ 

$ 

$ 

$ 

$ 

Each group of 10 
meetings 

$ -
$ 

$ -
$ 
$ -
$ 

$ -
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IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

Grant Request Part C: Programs to Further Expand the Reach of the 
Emerging Solutions in Pain Educational Events and Activities 

Program Overview: Proposed 2006 Activities 
The following activities are recommended as a series of programs that will further expand the reach of the Emerging Solutions in Pain Educational Events and Activities in 2006. 

1. Development and implementation of a full-day seminar program, to be held for clinical attendees of a national congress, focusing on the intersection of pain management and addiction medicine 
2. Additional RESPECT meetings, held at regional and local meetings of clinician associations, grand rounds programs and other similar venues 

1. The Emerging Solutions in Pain Full-Day Lecture Program 
The American Society for Addiction Medicine (ASAM) has historically held an accredited, full-day lecture one day prior to the convening of its annual meeting for those ASAM members attending the meeting. This lecture, known as the Common Threads program, has focused on topical issues relating to the convergence of pain and addiction medicine. For logistical reasons, this meeting will not be offered by ASAM to its members at the 2006 meeting. However, the educational need of these clinicians, to increase their knowledge and understanding of the pain management and the impact of addiction on effective pain therapy, continues to exist. 

Medical Learning Solutions is therefore proposing to create an accredited full-day lecture program that will educate ASAM members on topics relevant to the Emerging Solutions in Pain initiatives. Through a series of presentations by Emerging Solutions in Pain faculty, this program will focus on a scientific and clinical evaluation of the fields of pain management and addiction, and will include relevant case studies for discussion and presentation. 

2. The ESP RESPECT (RESponsible Pain Education Can be Therapeutic) Meeting Series 
The RESPECT Meeting Series has been described previously in the Grant Request Part 8, in which a series of 20 RESEPCT Meetings were proposed, to be held in conjunction with local and regional association meetings and grand rounds presentations. The recommendation for this portion of the Grant Request is for an additional 10 RESPECT meetings in this series. The additional 1 0 meetings will utilize the same program infrastructure, content and trained faculty as the first 20 meetings, thereby cost-effectively extending the reach of this portion of the 2006 Emerging Solutions in Pain initiative. 

November 28, 2005 Page 54 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain 

Proposal Number: 06-003 

Date: November 28, 2005 

Summary of Proposed Budget, Grant Request Part C 
Programs to Further Expand the Reach of the Emerging Solutions in Pain Educational 

Events and Activities 
November 28, 2005 

Cost Summary 

Full-day ESP Symposium 

Approximate Total, Direct Expenses $ 132,850 

Indirect Expenses $ 108,600 

Cost of One Full-Day ESP Symposium Held at the 2006 ASAM Meeting $ 241,450 

RESPECT Meeting Series Extension 

Approximate Total, Direct Expenses $ 75,725 

Indirect Expenses $ 64,726 

Cost of 10-Program Extension of the 2006 RESPECT Meeting Series $ 140,451 

Total Budget, 2006 Programs to Further Expand the Reach of the Emerging 
$ 381,901 Solutions in Pain Educational Events and Activities 

Approval Signature Date 

Not : no work may begin until Medical Learning Solutions receives, via email or fax, this approval with 
signature and date 
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Program Title 

Program Overview 

Int nded Audience 

Program Objectives 

Format 

Activity 
F dback 

November 28, 2005 

Confidential 

Program Summary 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215 .337.6100 
Fax 215.337.0960 

The Emerging Solutions in Pain Accredited Full-Day Lecture Program 

Medical Learning Solutions is proposing to create an accredited full-day lecture 
program that will educate ASAM members on topics relevant to the Emerging 
Solutions in Pain initiatives. Through a series of presentations by Emerging 
Solutions in Pain faculty, this program will focus on a scientific and clinical 
evaluation of the fields of pain management and addiction, and will include 
relevant case studies for presentation and discussion . 

The core group of proposed faculty includes: 
(1) Howard Heit, MD, FACP, FASAM 
(2) Douglas Gourlay, MD, MSc, FRCPC 
(3) Seddon Savage, MD, FASAM 
(4) Steven Passik, PhD 

Other faculty will be recruited based upon recommendations by the core faculty. 
Specific lecture topics will be identified based upon a consensus of the core 
faculty, but may include topics such as: 
(1) Evaluating the risk of opioid abuse in the chronic pain patient 
(2) Pharmacologic therapies for the chronic pain patient with a history of drug 

abuse or addiction 
(3) Legal issues in prescribing opioids to the chronic pain patient 
(4) New pharmacologic agents for treating chronic pain patients 

The primary audience of The Emerging Solutions in Pain Accredited Full-Day 
Lecture Program includes clinicians who provide care to patients with pain and 
who specialize in addiction medicine. 

The purpose of the Emerging Solutions in Pain Accredited Full-Day Lecture 
Program is to educate clinicians on topical issues relating to the convergence of 
pain and addiction medicine. In addition, other topics may be included, based 
upon recommendations made by the core faculty identified above and by the 
Emerging Solutions in Pain Faculty Advisory Committee. 

One full-day seminar program held one day prior to the Annual ASAM 
Conference, held in San Diego, California. This program will be comprised 
primarily as didactic lecture. An audience response system will also be utilized 
throughout the program to enhance audience participation and a more interactive 
experience. 

To help establ ish a return on education metric for this program, Medical Learning 
Solutions will develop with the moderator a series of opening questions that will 
utilize the audience response keypad system. These questions will gather basic audience demographics, educational understanding of content prior to the 
educational activity, ratings scales on specific clinical techniques, etc. This 
would occur during the introduction of the program, similar to a pre-test. Data received from this activity would be correlated to information gathered during the 
post-test, thereby establishing prior- vs post-program educational metrics. 

Course evaluation forms and a written post-test will be required of all participants 
who seek to receive continuing education credit. Medical Learning Solutions will 
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CE Provider 

Distribution 

R quest for 
Sponsor Support 

T tal Budget: 

November 28, 2005 

Confidential 

Program Summary 

IOI Washington Streel 
Morrisville. Pennsylvania 19067 

Phone 215.337 .6100 
Fax 215.337.0960 

work with the third party CE vendor to summarize the information collected from 
these forms in a formal report to evaluate program effectiveness . 

(A) Participants will evaluate the following as excellent, good, fair or poor: 
(1) Overall content 
(2) Faculty teaching effectiveness 
(3) Format 
(4) Audio/visual 

(B) Participants will also respond to the following questions: 
(1) How well did the program achieve its educational objectives? 
(2) Do you feel the program material was useful and practice-oriented? 
(3) Do you feel that the information provided in this educational activity 

will aid in improving patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic 

options? 
(5) Would you participate in future educational activities? 

(C) Participants will also complete a post-test specific to the content topics, 
ACPE accreditation required. 

Based on the need to educate clinicians in the issues associated with treating 
chronic pain patients who may be at high risk for abuse, addiction or diversion of 
controlled substances, The Emerging Solutions in Pain Accredited Full-Day 
Lecture Program will be accredited by a third party CE vendor of our choice. 

The Lecture Program will be accredited for: 
• CME credit for physicians by the Accreditation Council for Continuing 

Medical Education. Each activity will be approved for a maximum of 
seven hours of category 1 credit toward the AMA Physician's 
Recognition Award. 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy 
Education. Each activity will be approved for a maximum of 7.0 credit 
hours (0. 7 CEU) for Continuing Pharmacy Education 

• CNE credit for nurses. Each activity will be approved for a maximum of 
7 .0 Contact Hours. 

Medical Learning Solutions and the third party CE vendor will announce and 
promote The Emerging Solutions in Pain Accredited Full-Day Lecture Program 
primarily through direct mail to ASAM members. Medical Learning Solutions will 
also advertise availability of this meeting via advertisement on the Emerging 
Solutions in Pain website. 

As a supplement to these primary methods, Medical Learning Solutions and the 
third party CE vendor may request the assistance of Cephalon, Inc. in the 
dissemination of information regarding this program to the medical community. 
The content of such information, however, is the responsibility of Medical 
Learning Solutions, and any such distribution will solely be as a supplement to 
MLS' primary methods of announcement and promotion. 

$241,450 
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Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 11 o 
Morrisville, PA 19067 

Emerging Solutions in Pain Full-Day Accredited Symposium 
Proposed Budget 
November 28, 2005 

Program Description 

This proposed budget is for the development, production and management of a full-day CME-accredited 
stand-alone live event to coincide with the ASAM Annual Conference in San Diego on May 4, 2006. This 
program would support the Emerging Solutions in Pain mission of providing medical education in the area 
of pain management and the issues of misuse, abuse, and addiction. 

Program Parameters 
Presenting faculty @ activity 6 

Health care professional attendees @ meeting 250 
Direct mail invitations to health care professionals per activity 5000 

Cost Summarv 

Approximate Total, Direct Expenses $ 132,850 
Total, Indirect Expenses $ 108,600 

Cost of Emerging Solutions In Pain Full-Day Accredited Symposium $ 241,450 
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Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain Full-Day Accredited Symposium 
Proposed Budget 
November 28, 2005 

Detailed Budget Itemization 

Direct Expenses, Aooroximate 
Direct mail invitations, mail services, postage 

Printing $ 
Postage $ 
Fax Blast $ 
Email Blast $ 

Direct mail list purchase $ 
Print materials 

Printing meeting kits to include accreditation Information, speaker biographical and disclosure 
information, agenda, handout materials , current journal articles by faculty, etc. and 4/c binder $ 
Set design pieces (banners, podium signs, gobo, directional signage, etc.) $ 

Speaker honoraria (6 faculty members) $ 
Speaker travel (air, OOP, hotel) $ 
ROI staff travel $ 
Ground transportation $ 
Venue rental fee, service fees, etc. $ 
Travel, site visit $ 
Food & Beverage (Continental Breakfast, Buffet Lunch, Afternoon Break for 250) $ 
Audio/visual services $ 
Audience response system $ 
Accreditation of program for CME, CPE, CNE $ 
Continuing Education participant certificates $ 
Onsite CME coordination $ Miscellaneous (non-fulfillment shipping, taxes, FedEx, etc.) $ 

Appro'Ximate Total, Direct E'Xpenses $ 

Indirect Expenses 
Program development $ 

Includes all labor associated with initial program set-up and development, including creation of program 
content, text for print support materials, graphic design, typesetting and layout of all support materials, 
and development and creation of final program appearance 

Medical and scientific writing $ 
Site visit $ 
Meeting coordination $ 

Includes faculty management, meeting logistics, travel and all other program details 
Telephone recruitment $ 
Onslte meeting management $ 
Registration database development and management (includes online registration) $ 
Administrative and accounting fees $ 
Project management $ 

Total, Indirect Expenses $ 

• Tax and gratuity figures have not been included in this estimated budget 

2,700 
1,950 

750 
250 

2,000 

4,500 

2,500 
20,000 
11 ,550 
5,600 
1,750 
6,100 
2,000 

24,000 
14,000 
10,000 
15,000 
4,500 
1,500 
2,200 

132,850 

37,700 

12,100 
2,500 

18,500 

8,500 
3,200 
1,500 
4,268 

20,332 

108,600 
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Program Summary 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337 .6100 
Fax 2 15.337.0960 

The Emerging Solutions in Pain RESPECT Meeting Series 

Medical Learning Solutions is proposing to adapt the 2005 RESPECT meetings 
into a new series that focuses on the provision of trained Emerging Solutions in 
Pain faculty to regional and local meetings of clinician associations, grand rounds 
programs and other similar venues. The 2006 RESPECT Meeting Series will 
therefore focus on providing practical clinical information via an accredited 
lecture series to health care professionals practicing in local clinics, hospitals and 
office settings. 

Medical Learning Solutions will work with local and regional association meetings 
and hospitals hosting grand rounds presentations to identify meetings of 
clinicians which will benefit from an accredited presentation focusing on 
Emerging Solutions in Pain/RESPECT Meeting topics. After a need has been 
identified, Medical Learning Solutions will coordinate all logistical arrangements 
for the presentation with a trained, available Faculty member. 

Based on the need to educate clinicians in the assessment and treatment of 
chronic pain patients who may be at risk for abuse, addiction and diversion, The 
Emerging Solutions in Pain RESPECT Meeting Series will be accredited by a 
third party CE vendor of our choice. 

The Meeting Series will be accredited for: 

• CME credit for physicians by the Accreditation Council for Continuing 
Medical Education. Each activity will be approved for a maximum of one 
hour of category 1 credit toward the AMA Physician's Recognition 
Award. 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy 
Education. Each activity will be approved for a maximum of 1.0 credit 
hour (0.1 CEU) for Continuing Pharmacy Education 

• CNE credit for nurses. Each activity will be approved for a maximum of 
1 .0 Contact Hours. 

Int nded Audience The primary audience of The Emerging Solutions in Pain RESPECT Meeting 
Series includes clinicians who provide care to patients with pain. These 
clinicians will include physicians, pharmacists and nurses, but may be extended 
to other clinical and non-clinical members of a multi-disciplinary treatment team, 
such as social workers, case managers, etc. 

Pr gram Objectives The purpose of the RESPECT Meeting Series is to educate clinicians on the key 
tenets of the Emerging Solutions in Pain initiative, focusing on the role of 
appropriate assessment and monitoring techniques, and good practice 
management strategies, in achieving effective interactions between members of 
the treatment team. In addition, other topics may be included, based upon 
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Format 

Post-Activity 
F edback 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

November 28, 2005 

Confidential 

Program Summary 

JOI Washington Street 
Morri sv ille , Pennsylvania 19067 

Phone 215 .337 .6 100 
Fax 215.337.0960 

recommendations made by the Emerging Solutions in Pain Faculty Advisory 
Committee. 

A series of live, peer-to-peer activities scheduled in conjunction with local and 
regional association meetings and at hospital or clinic-based grand rounds 
programs throughout the United States. This proposal is for 10 RESPECT 
meetings. 

Course evaluation forms will be required of all participants who seek to receive 
continuing education credit. Medical Learning Solutions will work with the third 
party CE vendor to summarize the information collected from these forms in a 
formal report to evaluate program effectiveness. 

Participants will evaluate the following as excellent, good, fair or poor: 
(1) Overall content 
(2) Faculty teaching effectiveness 
(3) Format 
(4) Audio/visual 

Participants will also respond to the following questions: 
(1) How well did the program achieve its educational objectives? 
(2) Do you feel the program material was useful and practice-oriented? 
(3) Do you feel that the information provided in this educational activity will aid in 

improving patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic options? 
(5) Would you participate in future educational activities? 

Medical Learning Solutions and the third party CE vendor will announce and 
promote The Emerging Solutions in Pain RESPECT Meeting Series primarily 
through arrangement with the local/regional association hosting the meeting; or 
the hospital sponsoring the grand rounds presentation. Medical Learning 
Solutions will also advertise availability of these meetings via advertisement on 
the Emerging Solutions in Pain web site. 

As a supplement to these primary methods, Medical Learning Solutions and the 
third party CE vendor may request the assistance of Cephalon, Inc. in the 
dissemination of information regarding this program to the medical community. 
The content of such information, however, is the responsibility of Medical 
Learning Solutions, and any such distribution will solely be as a supplement to 
MLS' primary methods of announcement and promotion. 

$140,451 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 06-003 
Date: November 28, 2005 

;; Extension of 2006 Emerging Solutions in Pain RESPECT Meeting Series 
Projected Budget Estimate 

November 28, 2005 

Program Parameters 

Number of regional association symposia 10 

Faculty presenter per activity 1 

Approximate number, health care professional attendees per meeting 30 

Direct mail invitations to health care professionals 150 

Cost Summary 
One-time only Each group of 1 O 

costs meetings 

Approximate Total , Direct Meeting Series Expenses $ - $ 75,725 

Total, Indirect Meeting Series Expenses $ - $ 64,726 

Cost of 10-Meeting Extension of 2006 Emerging Solutions in Pain RESPECT Series $ 140,451 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 06-003 
Date: November 28, 2005 

Extension of 2006 Emerging Solutions in Pain RESPECT Meeting Series 
Projected Budget Estimate 

November 28, 2005 

Detailed Budget Itemization 

Direct Meeting Expenses, Approximate 
One-time only Each group of 10 

costs meetings 

Direct mail invitations, mail services, postage $ . $ 4,725 

Personalized invitations to be mailed to every potential participant; includes printing, 
assembly, mail services and postage. Postage estimated at $0.37 per direct mail piece 

Direct mail list purchase $ . $ -

Print materials $ - $ 3,500 

Includes printing of shell materials for adaptation and use in individualized symposia kits for 
every symposium; kits to include accreditation information, speaker biographical and 
disclosure information, agenda, reference materials and handout materials, where 
appropriate 

Speaker honoraria $ - $ 25,000 

Speaker travel (air, OOP, hotel) $ - $ 12,000 

Ground transportation $ - $ 2,000 

Catering $ . $ 15,000 

Audio/visual services $ - $ 5,000 

Onsite CME coordination $ - $ 7,500 

Shipping/Fed Ex $ . $ 1,000 

Approximate Total, Direct Meeting Expenses $ . $ 75,725 

Indirect Meeting Expenses 
One-time only Each group of 1 o 

costs meetings 

Program development $ - $ -
Includes all labor associated with initial program set-up and development, including 
creation of text for print support materials, graphic design, typesetting and layout of all 
support materials, and development and creation of final program appearance 

Medical Services $ - $ 20,000 
Includes all labor associated with content of each symposium, including identification and 
production of resources specific for each region and clinicians in each association; review 
and coordination of content with faculty 

Meeting management $ 18,000 

Includes coordination with association for date of symposium and all meeting-related 
logistical details; coordination with faculty for dates, travel and all other program details 

Accreditation of program for CME, CPE, CNE $ . $ -
Continuing Education participant certificates $ 4,500 

Administrative and accounting fees $ - $ 9,458 
Project management $ - $ 12,768 

Total, Indirect Meeting E-xpenses $ . $ 64,726 
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101 Washington Street 
Morrisville, PA 19067 

Edward Hoey 
Cephalon, Inc . 
41 Moores Road 
Frazer, PA 19355 

November 28, 2005 

Dear Mr. Hoey: 

Medical Learning Solutions, Inc. has recently completed a comprehensive needs assessment to 
identify the educational needs of clinicians who provide care to patients with chronic pain. This 
needs assessment was compiled from the following sources: 

• Evaluation summaries of completed and ongoing 2005 Emerging Solutions in Pain 
programs and activities 

• Clinical advisory review 
• Survey of health care professionals, including participants in completed and ongoing 

2005 Emerging Solutions in Pain programs 
• Literature search 

Based on the identified educational need, Medical Learning Solutions is requesting an 
educational grant from Cephalon, Inc. to support the continuation and further development of the 
Em rging Solutions in Pain, or ESP, initiatives. This will include the continuation of selected 
ESP programs instituted in 2005, as well as the development and implementation of a diverse 
series of new activities designed to further increase the knowledge and practice management 
skills of those clinicians who provide care to patients with chronic pain. The ESP initiatives will 
continue to focus on balancing the clinical need to provide adequate analgesia to patients with 
chronic pain with the legal and societal need to monitor for potential issues of abuse, addiction 
and diversion of controlled substances . 

These activities will be designed and planned as follows: 

• Fundamental Emerging Solutions in Pain Programs (Grant Request Part A); these will 
include the following: 

- Continuance of the Emerging Solutions in Pain web site 

- Convention of an expanded Emerging Solutions in Pain Faculty Advisory Board, 
to address development of new Tools and areas of focus 

- Enhancements to the Emerging Solutions in Pain content, in the form of new 
Tools and resources 

Page2 

TEVA_MDL_A_01855511 

P-29481 _ 00202



07300F.4

• 
II 

• • • • 
a 

• • • 
• • 
■ 

• • • • • • • • 
1111 

DI 

- An expanded awareness campaign to include coordinated advertising in multiple 
media formats 

- Continuing education initiatives associated with Practical Pain Management, 
featuring in-publication articles focusing on topics relevant to Emerging Solutions 
in Pain 

• Live Emerging Solutions in Pain Educational Events and Activities ( Grant Request Part 
B); these will include the following: 

- Continuance of the Meet the Expert exhibit booth at select, larger association 
meetings and expansion of the Meet the Expert mini-booth at smaller association 
meetings 

- Recreation of the RESPECT meeting series to focus on the provision of trained 
Emerging Solutions in Pain faculty to regional and local meetings of clinician 
associations, grand rounds programs and other similar venues 

- Adaptation of the current RESPECT meeting content to focus on the educational 
needs of single-clinician groups at regional and local meetings of clinician 
associations 

• Programs to Further Expand the Reach of the Emerging Solutions in Pain Educational 
Events and Activities ( Grant Request Part C); these will include the following: 

- Development and implementation of a full-day seminar program, to be held for 
clinical attendees of a national congress, focusing on the intersection of pain 
management and addiction medicine 

- Additional RESPECT meetings, held at regional and local meetings of clinician 
associations, grand rounds programs and other similar venues 

The budget to fund these activities is approximately $964,006 for Grant Request Part A; $806,332 
for Grant Request Part B and $381,901 for Grant Request Part C. Please refer to the detailed 
budget section of this proposal for complete grant funding proposals . 

These scientific events will comply with all ACCME, FDA, AMA, and ACPE regulations for 
industry-supported professional continuing education. MLS will be working with MediCom 
Worldwide, Inc. in the planning, execution and development of the accredited activities 
associated with the ESP initiatives. MediCom Worldwide is accredited by the Accreditation 
Council for Continuing Medical Education to provide continuing medical education for physicians 
and is approved by the Accreditation Council for Pharmacy Education to provide pharmacy 
continuing education, as well as an approved provider of nursing continuing education through 
the California State Board of Registered Nursing . 

Thank you in advance for your consideration of this request. 

Respectfully, 
• • ra 
la 

a 
a 

~✓~~-
Sheri L. Gav~,t 
President, 

• 
I 
I 
Confidential 

Medical Learning Solutions, Inc. 
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NEEDS ASSESSMENT 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 21 5.337.6100 
Fax 2 I 5.337 .0960 

In the United States alone, an estimated 50 million people suffer from some form of chronic pain, and another 25 million people suffer acute pain resulting from surgery or an accident. 1 Significantly, approximately two thirds of patients have been living with their pain for more than five years,2 resulting in an alarming decrease, not only in quality of life, but in productivity for these individuals, as well. A survey conducted in 2000 reported that 36 million Americans missed work the previous year due to pain, and 83 million indicated that pain had affected their participation in various activities. 3 

It is well-established that chronic pain is a multi-faceted problem requiring intervention from a range of specialists in different disciplines. Over the last decade, governments, professional organizations and institutions across the country have taken positive steps to improve physician training in pain management and palliative care, in accordance with recommendations issued by the World Health Organization.5 These changes are indicators of the increasing recognition of pain relief and palliative care as appropriate subjects for professional education. 

The increased focus on appropriate pain management has also resulted in certain challenges that impact health care professionals and patients alike. Some of these challenges result from confusion on the part of either patients or health care professionals, or both, regarding the potential of narcotic pain medications for abuse, addiction, misuse and diversion. Other challenges result from increased media attention regarding the prevalence of abuse and diversion, or from a lack of education and understanding regarding regulations for appropriate prescription of Schedule II agents. Patients, for example, may hesitate to use narcotics over fears of addiction, while health care professionals may be reluctant to prescribe opioids over concerns of increased scrutiny or investigation by local, state or federal law enforcement officials. When these types of concerns are combined with controversies surrounding the lack of scientific data on addiction, complex regulatory policies, and vague practice guidelines, the barriers to successful pain management become significant; undertreatment of pain is an all-too-common result. 

One often-cited barrier in prescribing opioid analgesics to patients with chronic pain is the perception that physicians who treat their patients with these medications will come under increased scrutiny from the DEA and other regulatory and/or law enforcement agencies. This perception is due, in part, to documented increases in the diversion and sale of oxycodone and hydrocodone products. The source for much of this information is a unique epidemiologic network, known as Community Epidemiology Work Groups, or CEWG, that is designed to inform drug abuse prevention and treatment agencies, public health officials, policymakers, and the general public about current and emerging drug abuse patterns. Of the approximately 7,300 narcotic analgesic/opiate items analyzed by forensic laboratories across 19 CEWG areas in 2004, nearly 91 percent represented four drug classes: hydrocodone (35.3 percent), oxycodone (23.1 percent), methadone (19.1 percent), and codeine (13.3 percent).9 
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Exhibit 1 shows the number of hydrocodone items in 6 CEWG sites where more than 100 items were 
reported in 2004 

Exhibit 1. Number of Hydrocodone Items Reported by Forensic Laboratories in 6 CEWG Areas, 
Ordered by Percentage of Total Items: FY 2004 

Te>as 41.215; 

1.6 

I 0 

07 

LOS Angeles (204j ',;,/; 0 .4 

New York Cfy (275; e·,,~~~0~,4----.----~----.-----..--_J 
0.0 0.5 1.0 I 5 2.0 25 30 

SOURCE: NFLIS, DEA 

Exhibit 2 depicts the number of oxycodone items analyzed by forensic laboratories in 6 CEWG areas 
where more than 100 were reported. 

Exhibit 2. Number of Oxycodone Items Reported by Forensic Laboratories in 6 CEWG 
Areas, Ordered by Percentage of Total Items: FY 2004 

Boston (13-4) 16 

0.9 

0 .4 

0 .4 
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SOURCE: NFLIS. DEA 

2.5 

As can be seen in Exhibit 1 and Exhibit 2 above, there are clearly issues with abuse, misuse and 
diversion associated with some narcotic agents in certain geographic locations. Moreover, in March of 
2004 the Office of National Drug Control Policy stated, "6.2 million Americans were current abusers of 
prescription drugs."6 This information, while extremely important, is not, however, a justification for 
undertreatment of pain, even in those patients who may be identified at higher risk for abuse, misuse, 
addiction or diversion. Many studies have shown, in fact, that properly managed medical use of opioid 
analgesic drugs is effective and rarely causes clinical addiction, which is defined as compulsive, often 
uncontrollable use.7 The key to this statement is "properly managed medical use", which consists of a 
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comprehensive pain management program of assessment, monitoring and documentation, consistently 
utilized for all patients with chronic pain. 

If properly managed medical use of opioids is a cornerstone of effective pain management, however, 
even today, many health care professionals lack the understanding, knowledge and tools for appropriate 
use of narcotic medications. Critically, pain management is not a significant area of focus in many 
medical schools, and physicians often graduate with misconceptions regarding appropriate pain 
management practices and techniques. In a recent study of medical students' attitudes toward pain and 
the use of opioid analgesics, half of senior medical students surveyed believed addiction risks associated 
with opioids are substantial, and more than one third were concerned about drug regulatory agency 
investigations. Moreover, these seniors were more pessimistic than freshmen surveyed about relieving 
chronic pain, and they appeared to have less understanding about the sources of pain in cancer patients. 8 

NEEDS ASSESSMENT SURVEYS 

To further define the educational needs of clinicians active in the field of pain management, our group 
conducted a series of surveys in 2005, in which we asked physicians about their practices and the 
therapies that they utilize to provide analgesia. The first survey was conducted among participants in the 
2005 RESPECT meeting series, with a selection of evaluation questions and responses from this survey 
summarized in Exhibit 3, below. 

Exhibit 3: Selections from the 2005 RESPECT MeetinQ ProQram Evaluation Form 

Do you manage patients who are experiencing acute pain? 

Many 44% 

Few 30% 

None 8% 

Do you manage patients who are experiencing chronic pain? 

Many 50% 

Few 24% 

None 6% 

How do you currently manage pain patients? 

Opioids 25% 

Combination of all methods 16% 

Non-opioids 14% 

OTC medications 10% 

Psychological/social therapy 3% 

Physical therapy 3% 
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If vou don't utilize or,ioid analaeslcs, why? 

Concerns over issues of abuse, misuse, addiction and diversion 

Concerns over federal and state requlations 

Don't feel ooioids are necessary 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337 .0960 

3% 

39% 

12% 

8% 

Are pain management interdisciplinary teams a standard of practice in your geographic 
area? 

No 57% 

Yes 24% 

This information collected from the RESPECT meeting participants has been separately validated through 
two needs assessment surveys that question health care professionals regarding their needs for pain
related information. The first of these two surveys provided data regarding clinicians' top interests, 
preferred method of education, and other details regarding continuing education, collected from almost 
1300 clinicians specializing in the field of pain management. The following results demonstrate topics that 
the respondents view to be of high interest in pain management: 

1. Pharmacologic Advances in Pain Management 78% 

2. Chronic Nonmalignant Pain Management 75% 

3. Acute Pain Management 57% 

4. Addiction, Substance Abuse 47% 

5. Cancer Pain Management 41% 

The second of these two surveys was conducted among more than 900 clinicians who participated in pain 
management continuing education programs in 2003 - 2005, and focused specifically on suggested 
topics for future programs. While numerous, diverse program topics were suggested, several core topics 
were suggested repeatedly by more than 130 respondents. These topics included: 

1. Drug abuse and addiction 

2. Treating the chemically dependent with chronic pain 

3. Opioids for the treatment of pain 

4. Narcotics: dosages, indications and contraindications 

5. Assessment guidelines and tools 

6. Pain-related case studies 
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7. Legal issues, including regulations from the DEA, medical board issues and pharmacy law 
matters 

When the results of these surveys are combined, it is clear that additional curriculum and training are 
required to help insure improvements in the delivery of pain relief, to include identifying the: 

► Critical issues involving the use of opioid analgesics 

► Fundamental rights of patients to pain treatment 

► Patients at high risk for opioid misuse, abuse and/or diversion 

► Legal ramifications when prescribing controlled substances 

One of the ways this challenge can be met is through the continuance of continuing education programs 
that focus on pain management in general, and, specifically, the effective use of opioids in patients with 
chronic pain. The goal of such programs must be to support clinicians in improving patient care while 
reducing the potential for abuse, addiction, diversion, and medical regulatory/malpractice liability 
exposures arising from poor pain management practices. 
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Emerging Solutions in Pain (ESP) is an ongoing initiative that was developed by clinicians for 
physicians, pharmacists, nurses and other healthcare professionals who are active in the field of pain 
management. The ESP initiative, which was launched in February of 2005, was created specifically to 
address the issues and critical unmet needs in the field of pain management. These issues specifically 
involve balancing the fundamental rights of patients and clinicians with the challenge of identifying 
patients who are at greater or lesser risk for opioid misuse and addiction, and with the challenges 
associated with the complex regulations involved in prescribing controlled substances. In 2005, the ESP 
initiative included a diverse array of activities and programs, including the development of a multimedia 
CD-ROM-based clinician Tool Kit; a clinician-focused web site tor the dissemination of pain management 
information; an exhibit booth that provided clinician attendees of national congresses with information 
regarding the Emerging Solutions in Pain tools and resources; and a series of ten accredited regional 
meetings that focused on the importance of establishing standards of care and the interdisciplinary team 
in proactive pain management. Each of these activities is summarized below. 

The ESP initiative is based upon ongoing input and expertise from a renowned group of clinical experts 
with backgrounds in pain management, addiction medicine, anesthesiology and neurology. These 
experts include those individuals listed in Exhibit 4, below. Based on input from these experts, in 2005, 
the Emerging Solutions in Pain initiative was dedicated to the development, production and dissemination 
of information and tools focused on assessment, monitoring and best practices for treating patients with 
opioids. These experts also provided extensive guidance and input in terms of the most effective 
methods for delivering this information to practicing clinicians. 

Exhibit Four-A: The Emerging Solutions in Pain Faculty Advisory Board 
Gerald M. Aronoff, MD, DABPM, FAAEP 
Chairman, Department of Pain Medicine 
Presbyterian Orthopaedic Hospital 
Charlotte, North Carolina 

Fernando T. Avila, MD 
Private Practice, 
Pain Management and Anesthesiology 
San Antonio, TX 

David B. Brushwood, RPh, JD 
Professor, Pharmacy Health Care Administration 
College of Pharmacy 
University of Florida 
Gainesville, FL 

Daniel M. Gruener, MD 
President, Greater Philadelphia Pain Society 
Clinical Assistant Professor of Psychiatry 
Jefferson Medical College 
Philadelphia, Pennsylvania 
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Englewood Hospital and Medical Center 
Englewood, New Jersey 

Mitchell Halter, MD 
Neurologist 
Integrative Pain Center of Arizona 
Tucson, AZ 

Howard A. Heit, MD, FACP, FASAM 
Assistant Clinical Professor of Medicine, 
Georgetown University School of Medicine 
Washington, DC 

Steven D. Passik, PhD 
Director, Symptom Management and Palliative Care 
Markey Cancer Center 
Associate Professor of Medicine and Behavioral Sciences 
University of Kentucky 
Lexington, Kentucky 

Joseph Shurman, MD 
Anesthesiologist and Pain Consultant 
Scripps Memorial Hospital 
La Jolla, California 
Clinical Assistant Professor and Pain Consultant 
University of California, San Diego 
San Diego, California 

Lynn R. Webster, MD, FACPM, FASAM 
Alpine Pain and Addiction Medicine 
Salt Lake City, UT 

101 Washington Street 
Morri sville, Pennsylvania 19067 

Phone 2 I 5 .337 6 JOO 
Fax 21 5.337.0960 

Exhibit Four-B: Other Contributing Faculty to the Emerging Solutions in Pain Initiatives 
Daniel Bennett, MD 
Daniel Brook off, MD 
Andrea Cheville, MD 
Doris Cope, MD 
Douglas Gourlay, MD, FRCPC, FASAM 
Jayson Hymes, MD, MPH, FACPM 
Benjamin Johnson, Jr, MD 
Bill McCarberg, MD 
Michael Moskowitz, MD, MPH 
Richard Payne, MD 
Steven Stanos, DO 
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The information collected through the first 11 months of the Emerging Solutions in Pain initiative clearly 
indicates that a significant educational need exists for continuing education programs and resources 
devoted to the needs of clinicians who provide care to patients with chronic pain. Based on these 
educational needs, it is recommended that a series of initiatives be implemented in 2006 to continue and 
extend the 2005 Emerging Solutions in Pain programs. These initiatives include the following. 

Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

1. Continuance of the Emerging Solutions in Pain web site at www.EmergingSolutionsinPain.com 

2. Recruitment and convention of an expanded Emerging Solutions in Pain Faculty Advisory Board, 
to address development of new Tools and areas of focus 

3. Enhancements to the Emerging Solutions in Pain content, distributed via the web site and a new 
Tool Kit; enhancements to be based upon Faculty recommendations 

4. Expanded awareness campaign to include coordinated advertising in multiple media formats 

5. Continuing education initiatives associated with Practical Pain Management, featuring in
publication articles focusing on topics relevant to Emerging Solutions in Pain 

Grant Request Part B: Live Emerging Solutions in Pain Educational Events and Activities 

1. Continuance of the Meet the Expert exhibit booth at select, larger association meetings and 
expansion of the Meet the Expert mini-booth at smaller association meetings 

2. Recreation of the RESPECT meeting series to focus on the provision of trained Emerging 
Solutions in Pain faculty to regional and local meetings of clinician associations, grand rounds 
programs and other similar venues 

3. Adaptation of the current RESPECT meeting content to focus on the educational needs of single
clinician groups at regional and local meetings of clinician associations 

Grant Request Part C: Programs to Further Expand the Reach of the Emerging Solutions in Pain 
Educational Events and Activities 

1. Development and implementation of a full-day seminar program, to be held for clinical attendees 
of a national congress, focusing on the intersection of pain management and addiction medicine 

2. Additional RESPECT meetings, held at regional and local meetings of clinician associations, 
grand rounds programs and other similar venues 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

Program Overview: Summary of Work Completed in 2005 

1. THE EMERGING SOLUTIONS IN PAIN (ESP) WEB SITE 

This web-based, comprehensive initiative is designed to meet the needs of physicians, pharmacists, 
nurses and other health care professionals who are actively involved in the management of patients who 
may be or are actively prescribed opioids. This easy-to-access web site is the repository of an invaluable 
and diverse collection of practical tools, resources, information, recent updates, and various other 
programs that reflect the diverse challenges and issues facing pain management clinicians today (Exhibit 
A-1 ) . 

In addition, members are required to register prior to accessing the fundamental Emerging Solutions in 
Pain resources and tools. This enables tracking of information pertaining to member specialty and Tool 
use, and provides a method for updating site users with information regarding new programs and tools as 
they become available . 

Exhibit A-1: The Emerging Solutions in Pain Home Page 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

Since the launch of the Emerging Solutions in Pain website in February, 2005, almost 500,000 hits to the 
site has resulted in more than 17.33 Gigabytes of information being downloaded directly from the ESP 
site to practicing clinicians; more than 77.48 Megabytes of information is downloaded daily. Exhibit A-2 
shows the trend of recent activity on ESP in terms of successful hits over time. 

Report: Hits Graph - EmergingSolutionslnPain.com 

Date Range: 02/24/2005 -_ 09(15/2005 

Hits Graph 
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6/2005 

7/2005 

8/2005 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

Exhibit A-3 demonstrates the trend of recent activity on the Emerging Solutions in Pain website, in terms 
of visitor sessions over time. An individual visitor defines a "session" as a series of clicks on ESP during a 
specific period of time. A session is initiated when the visitor arrives at ESP, and it ends when the browser 
is closed or after a period of inactivity. The significant number of monthly sessions is not surprising , given 
the many diverse tools available to practicing clinicians, both as printable documents and as electronic 
downloads . 

Report: Sessions Graph - EmergingSolutionslnPain.com 

.. Date Rang_~: .9..?!?i!?QQ5 - 09/15/2005 

Sessions Graph I 1 1 1 , I , , 

2/2005 -

3/2005 

4/2005 

5/2005 

6/2005 

7/2005 

8/2005 

12,000 User Sessions 

165 

506 

463 

540 

636 

1,359 

A significant measure of website relevance is the number of credible, non-related web sites linked to the 
site. The number of sites hyperlinked to ESP or that mention the ESP site is a measure of the growing 
influence of the Emerging Solutions in Pain initiative in the pain management community (Exhibit A-4). 

Exhibit A-4 

1 . American Physical Therapy Association 
(http://www.apta.org/ AMIT emplate.cfm?Section==Archives2& T emplate==/Customsource/T aggedPa 
ge/PTlssue.cfm&lssue==09/02/2005#article24599) 

2. American Chronic Pain Association (http://www.theacpa.org/pf 03 05.asp) 
3. The L gal Sid of Pain 

(http://www. legalsideofpain. com/index.cfm ?f useaction==page. display&pid== 1 0) 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

4. Find That CE (http://www.findthatce.com/search advanced/detail.php?ceid=844) 
5. Actiq® Educational Offerings (http://www.actiq.com/physicians/mededucationD 
6. Pain.com 

(http://www.pain.com/sections/categories of pain/breakthrough/Resources/professional resourc 
es/resource.cfm?id=1341) 

7. Painfoundation.org 
(http://www.painfoundation.org/marylandpain/Downloads/ESP Brief.pdf#search='emergingsolutio 
nsinpain.com') 

8. American Society for Pain Management Nursing (http://www.aspmnhouston.org/about.html) 
9. Doctor's Guide 

(http://www.docquide.com/news/content.nsf/medicalresourcesweb?openform&id-e85e90285e48 
7 ca885256b 1 e00595908&cond=cme-related+sites) 

10. American Alliance of Cancer Pain Initiatives 
(http://www.aacpi.org/PCP webpages/ AnalgesicPharm.pdf#search-'emerqingsolutionsinpain.co 
m') 

2. THE ESP TOOL KIT CD-ROM 

The Emerging Solutions in Pain Tool Kit CO-ROM (Exhibit A-5) provides health care professionals 
with an extensive array of electronic tools that may be used to effectively assess a patient's potential 
for opioid abuse, addiction, and diversion; to monitor the patient who is prescribed opioids; and to 
implement best practices in the management of patients with chronic pain. Every tool featured on this 
CD-ROM is available in electronic format, enabling instant and convenient access to clinicians who 
wish to view the informative multimedia slide-audio programs, the helpful printable documents, or the 
resourceful references and hyper links to access all content instantaneously. 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

Exhibit A-5 

To date, 71,265 Emerging Solution in Pain Tool Kit CD-ROMs have been shipped and/or distributed to health care professionals who are involved in pain treatment and management. 

3. THE ESP MINI-DISC PUBLICATION 

The Emerging Solutions in Pain Mini-Disc was created to focus health care professionals on the diverse resources and educational tools available to them via both the Emerging Solutions in Pain website and the ESP Tool Kit CD-ROM. The accompanying ESP Slim Jim Publication (Exhibit A-6) highlights and describes not only the contents of the attached Mini-Disc, but also the entire Emerging Solutions in Pain initiative, as well. In addition, the Publication also features a Business Reply Card (BRC), attached along the perforated edge, providing health care professionals with a convenient method for requesting the ESP Tool Kit CD-ROM; this BRC is a source of data for future mailings, as well. 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

The ESP Mini-Disc Publication is easily distributed at either a RESPECT Meeting Series or at one of 
the Meet the Experts booths. To date, almost 73,000 of the ESP Mini-Disc Publications have been 
shipped or distributed to health care professionals. 

Exhibit A-6 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

4 . AWARENESS CAMPAIGN 

In order to create awareness as well as increase the reach and frequency of the Emerging Solutions 
in Pain initiatives, a targeted campaign has been implemented in 2005, with the goal of disseminating 
key information to health care professionals who provide care to patients with chronic pain. This 
campaign has included journal and Internet advertisements, press releases and commentaries. 

Practical Pain Management 

This journal is published for the medical practitioner who is dedicated to helping patients experiencing 
chronic pain. Through a coordinated series of program informational announcements, including one 
press release, one clinical editorial and a series of three back cover or full-page advertisements, key 
Emerging Solutions in Pain messages have reached the 39,000-clinician subscriber list every month 
since May, 2005. As can be seen from the occupational breakout and percentage of total readership 
(Exhibit A-7, below), the top five occupations that clearly deal with the management of pain on a daily 
basis, are now much more familiar with Emerging Solutions in Pain and with the practical services 
and tools created by ESP to support their practice and patients. 
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Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

Exhibit A-7: Practical Pain Management Demographics 

TOT.PL. PERCENT 
SPECIALlY QUALIAEO OFTOTAL 

Anesthesiology/Pain Med 3.467 9.4 
Denta l Specialties 462 1.2 
Emergency Medicine 474 1.3 
Family Practice 6.571 17.6 
Genera I Practice 1,504 4.1 
Genera l Surgery 659 1.8 
Internal Medicine 5.736 15.4 
Neurolog_v/ Neurosurge ry 4,287 11.6 
Ob/Gyn 243 0 .7 
Occupational/Industrial Medicine 332 0 .9 
Oncology/ Hematology 248 0.7 
Orthoped ic Medicine/ Surgery 4,283 11.6 
Pain Medicine/Management 1.606 4 .3 
Pediatri cs 408 1.1 
Physical Med & Rehab/ Sports Med 2,642 7.1 
Radiology: Oncology/ Diagnostic/ lnterventional 413 1.1 
Rheumatology 1,253 3.4 
Other 2.488 6 .7 

TOTAL QUAUAED CIRCULATION 37,076 1.00.0 

The American Academy of Physical Medicine and Rehabilitation (AAPM&R) Web site: www.aapmr.org 

The American Academy of Physical Medicine and Rehabilitation is a national medical society 
representing more than 7,000 physicians who are specialists in the field of physical medicine and 
rehabilitation. The Emerging Solutions in Pain Meet the Expert Booth will be present at the 2005 
AAPM&R National Meeting, to be held in Philadelphia, PA in October. In conjunction with this 
opportunity, ESP has placed a banner advertisement on the AAPM&R web site that will be viewable and 
will include a click-through link to www.EmergingSolutionsinPain.com until January, 2006. This banner is 
located at: 

http://www.aapmr.org/assemb1y/prelim/aa05l.htm 

The AAPM&R web site reported almost 32,000 user sessions in June, 2005; each of these users will thus 
be potentially exposed to key Emerging Solutions in Pain messages. 
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IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 21 5.337.6100 
Fax 21 5.337.0960 

Grant Request Part A: Fundamental Emerging Solutions in Pain Programs 

Program Overview: Proposed 2006 Activities 
The following activities are recommended as the Fundamental Emerging Solutions in Pain Programs in 
2006. 

1. Continuance of the Emerging Solutions in Pain web site at www.EmergingSolutionsinPain.com 
2. Recruitment and convention of an expanded Emerging Solutions in Pain Faculty Advisory Board, 

to address development of new Tools and areas of focus 

3. Enhancements to the Emerging Solutions in Pain content, distributed via the web site and a new 
Tool Kit; enhancements to be based upon Faculty recommendations 

4. Expanded awareness campaign to include coordinated advertising in multiple media formats 
5. Continuing education initiatives associated with Practical Pain Management, featuring in

publication articles focusing on topics relevant to Emerging Solutions in Pain 
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Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 11 0 
Morrisville, PA 19067 

Emerging Solutions in Pain 
Summary of Proposed Budget, Grant Request Part A 

Fundamental Emerging Solutions in Pain Programs 
November 28, 2005 

Cost Summary 

ESP Website 

Approximate Total, Direct Expenses $ 

Indirect Expenses $ 

Cost of Expansion and Maintenance of the Emerging Solutions in Pain Website $ 

ESP Faculty Advisory Committee Meeting 

Approximate Total, Direct Expenses $ 

Indirect Expenses $ 

Cost of 2006 Emerging Solutions in Pain Faculty Advisory Committee Meeting $ 

ESP Tool Kit 

Approximate Total, Direct Expenses $ 

Indirect Expenses $ 

Cost of Development and Production of Emerging Solutions in Pain Tool Kit, Volume Two $ 

ESP Awareness Campaign 

Approximate Total, Direct Expenses $ 

Indirect Expenses $ 

Cost of 2006 ESP Awareness Campaign $ 

Accredited Journal Article Series 

Approximate Total , Direct Expenses $ 

Indirect Expenses $ 

Cost of PPMJ Accredited Journal Article Series $ 

Total Budget, 2006 Fundamental Emerging Solutions in Pain Programs $ 

Approval Signature Date 

22,350 

129,229 

151,579 

71,062 

66,500 

137,562 

45,000 

105,850 

150,850 

45,000 

16,500 

61,500 

216,000 

88,841 

304,841 

806,332 

Note: no work may begin until Medical Learning Solutions receives, via email or fax, this approval with 
signature and dat 
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Program Overview 

Intended Audience 

Program Objectives 

Format 

November 28, 2005 

Confidential 

Program Summary 

The Emerging Solutions in Pain Web Site 

IOI Washington Street 
Morrisvi lle, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215 .337.0%0 

Medical Learning Solutions is proposing to continue and expand the multimedia 
Web Site that currently houses and promotes the Emerging Solutions in Pain 
initiative. This Web Site provides health care professionals with an extensive 
array of tools for assessing the potential for abuse, addiction and diversion in 
their patients with chronic pain, for monitoring their pain patients, and for 
accessing information regarding "best practices" in the long-term management of 
these patients. Registered members of EmergingSolutionsinPain.com can 
access and print available Tools and supporting references, view video
slide/audio-based case studies, read relevant literature and journal articles, view 
schedules for upcoming events such as the Meet the Expert Booth, and register 
for live peer-to-peer meetings that are part of the Emerging Solutions in Pain 
initiative. 

The primary audience of the Emerging Solutions in Pain Web Site are 
physicians, pharmacists, nurses and other allied health care professionals who 
provide care to patients with chronic pain. 

in 2006, one goal of the Emerging Solutions in Pain Web Site will be to continue 
to provide clinicians with tools and resources for assessing and monitoring the 
risk potential of their patients for opioid misuse, abuse and addiction. New goals 
for the Emerging Solutions in Pain web site include the following: 

(1) Expand the reach of this web site and the important information it contains to 
the following groups: 

a. Non-physician members of the pain management community, 
e.g., nurses, physician assistants, pharmacists 

b. Pain specialists and addictionologists who have not yet 
registered at the web site 

c. Medical students who have an interest in treating pain as part of 
their studies 

d. Physicians who treat pain as part of their practice and who have 
not yet registered at the web site 

(2) Provide new resources and tools for clinicians who are involved in pain 
management. These tools and resources will be identified, in part, at the 
2006 Faculty Advisory Committee Meeting, but may include one or more of 
the following: 

a. Online versions of any new tools developed through the 2006 
Emerging Solutions in Pain initiatives 

b. A searchable database of FA Os, answering the most common 
questions clinicians have pertaining to opioid misuse, abuse and 
addiction 

c. A dynamic online forum in which clinicians may post questions or 
comments for other registered users to respond to, or for one of 
the Emerging Solutions in Pain faculty to answer 

d. An expanded listing of links to other pain management resources 

A multimedia Web Site, with separate links for assessing and monitoring patients 
whose chronic pain is being treated with opioids; for "best practice" information; 
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Program Summary 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6 100 
Fax 21 5.337.0960 

for journal articles relevant to the Emerging Solutions in Pain initiative; for other 
Emerging Solutions in Pain information and programs 

The Emerging Solutions in Pain Web Site will be available to all individuals via 
the Internet at www.EmergingSolutionsinPain.com. Free registration will be 
required to access the majority of information on the Web Site, including all of the 
Emerging Solutions in Pain Tools and journal articles 

Medical Learning Solutions will announce and promote the Emerging Solution in 
Pain Web Site through journal advertisements, banner advertisements and 
announcement brochures for the Emerging Solutions in Pain initiative. 

As a supplement to these primary methods, Medical Learning Solutions may 
request the assistance of Cephalon, Inc. in the dissemination of information 
regarding this program to the medical community. The content of such 
information, however, is the responsibility of Medical Learning Solutions, and any 
such distribution will solely be as a supplement to MLS' primary methods of 
announcement and promotion. 

$151,579 
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101 Washington St, Suite 11 0 
Morrisville, PA 19067 

Proposal Number: 06-003 
Date: November 28, 2005 

Expansion and Maintenance of the Emerging Solutions In Pain Website 
Projected Budget Estimate 

November 28, 2005 

Cost Summary 

Approximate Total, Direct Expenses $ 22,350 

Total, Indirect Expenses $ 129,229 

Expansion and Maintenance of the Emerging Solutions in Pain Website $ 151,579 

Direct Expenses, Approximate 
Clinical expert honoraria $ 17,000 

Honoraria for authorship of monthly column, Clinical Expert Commentary; selected In the Know columns 

Topix.net feed $ 3,000 
Stock photography/ illustrations $ 2,000 
Miscellaneous (non-fulfillment shipping, faxes, etc.) $ 350 

Approximate Total, Direct Expenses $ 22,350 

Indirect Expenses 
IT/ programming services $ 26,800 

Includes programming of new tools, resources and content, to be determined by consultation with Faculty 
Advisory Committee; coordination with Internet and database programming vendors 

Graphic design I production services $ 10,500 

Includes production of new graphics associated with new tools and resources 

Medical / scientific services $ 33,000 
Includes all content development for ESP.com, development of copy for new Web pages as needed, 
coordination with clinical reviewers, ongoing development of clinical expert commentary, In the News summaries 
and Topix.net feed; maintenance of links and other information 

Website maintenance, 12 months total $ 42,000 

Includes all hosting and co-location fees; routine website maintenance; and technical support 

Administrative end accounting fees $ 3,168 
Project management $ 13,761 

Total, Indirect Expenses $ 129,229 
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Program Summary 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6 100 
Fax 21 5.337.0960 

Program Title The Emerging Solutions in Pain 2006 Faculty Advisory Board Meeting 

Program Overview The Emerging Solutions in Pain initiative was developed by clinicians for 
physicians, pharmacists, nurses and other health care professionals involved in 
the field of pain management. The input and guidance of these clinicians was 
instrumental in determining the original parameters and scope of the initiative, 
and remains critical for the ongoing success of future Emerging Solutions in Pain 
initiatives. Medical Learning Solutions is therefore recommending that the 
Emerging Solutions in Pain Faculty Advisory Committee reconvene for a one-day 
meeting in February 2006. At this meeting, the Faculty will address the current 
needs of clinicians involved in the field of pain management, and identify 
potential areas for the development of future Emerging Solutions in Pain tools 
and resources. 

Medical Learning Solutions is recommending that the 2006 Emerging Solutions 
in Pain Faculty Advisory Committee include all currently active Emerging 
Solutions in Pain faculty members, as well as a select group of clinicians that 
have made some contribution to the 2005 Emerging Solutions in Pain initiatives. 
The members of the Faculty Advisory Committee have therefore been tentatively 
identified to include those individuals listed below; final Committee selection will 
be based upon faculty availability; additional names will be added, as needed. 

Daniel Bennett, MD 
Daniel Brookoff, MD 
David B. Brushwood, RPh, JD 
Douglas Gourlay, MD, FRCPC, FASAM 
Jeffrey A. Gudin, MD 
Howard A Heit, MD, FACP, FASAM 
Benjamin Johnson, Jr., MD 
Christine Miaskowski, RN, PhD, FAAN 
Steven D. Passik, PhD 
Joseph Shurman, MD 
Steven Stanos, DO 
Lynn R. Webster, MD, FACPM, FASAM 

Int nded Audience The primary audience who will benefit from a reconvention of an expanded 
Emerging Solutions in Pain Faculty Advisory Committee will be physicians, 
pharmacists, nurses and other allied health care professionals who provide care 
to patients with chronic pain, and who utilize opioids in their pain practices. The 
needs of these clinicians will be specifically addressed at the Advisory Board 
Meeting, and new Emerging Solutions in Pain tools and resources will be 
recommended by the Faculty for their use in 2006. 

Pr gram Objectives The purpose of the Emerging Solutions in Pain Faculty Advisory Committee is to 
provide guidance for future direction of the Emerging Solutions in Pain initiatives. 
This will require the accomplishment of the following objectives at the Advisory 
Committee Meeting: 
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(1) Summarize the activities and programs that comprised the 2005 Emerging 
Solutions in Pain initiatives 

(2) Outline current trends in the use of opioids for the treatment of chronic pain, 
focusing on any new developments in laws or regulations pertaining to the 
prescription of controlled substances; new products and therapies that will be 
available for the treatment of chronic pain; and new reports pertaining to the 
assessment, monitoring or documentation of patients who are prescribed 
opioids 

(3) Based on the above, recommend: 
a. New tools and resources that would meet the unmet needs of 

clinicians who provide care to patients with chronic pain 
b. Changes and updates to the current RESPECT slide modules 

A one-day meeting, to be tentatively held in February 2006. The exact date and 
location of this meeting will be based on the schedules of the attending faculty; it 
is anticipated that this meeting will be held immediately before or after a national 
congress or association meeting which the majority of faculty will attend. Options 
for this meeting include the International Conference on Pain & Chemical 
Dependency in Brooklyn, New York and the American Academy of Pain Medicine 
Meeting in San Diego, California. 

Attendance at the 2006 Emerging Solutions in Pain Faculty Advisory Committee 
Meeting will be determined by past participation in the Emerging Solutions in 
Pain initiatives. Invitations will be issued to currently active faculty members and 
to select faculty who made some contribution to the initiatives in 2005. 

$137,562 

Page 26 

TEVA_MDL_A_01855535 

P-29481 _ 00226



07300F.28

I 

• • • • • • • 

Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

C st 

2006 Emerging Solutions in Pain Faculty Advisory Committee Meeting 
Proposed Budget 
November 28, 2005 

Program Parameters 

Attending faculty 11 

Clinical expert moderator 1 

Length of meeting 1 day 

Cost Summary 

Approximate Total, Direct Expenses $ 
Total, Indirect Expenses $ 

71,062 

66,500 

f 2006 Emerging Solutions in Pain Faculty Advisory Committee Meeting $ 137,562 
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Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

2006 Emerging Solutions in Pain Faculty Advisory Committee Meeting 
Proposed Budget 
November 28, 2005 

Detailed Budget Itemization 

Direct Expenses, Aooroxlmate 
Print materials 

Meeting kits to include agenda, handout materials, current RESPECT meeting slides and 4/c binder $ 
Speaker honoraria (11 faculty member + 1 moderator) $ 
Speaker travel (air, OOP, hotel) $ 
ROI staff travel (air, OOP, hotel) $ 
Ground transportation $ 
Venue rental fee $ 
Food & Beverage (Dinner, Buffet Breakfast, Buffet Lunch, Two Breaks) $ 
Audio/visual services $ 
Transcription $ 
Miscellaneous (non-fulfillment shipping, faxes, FedEx, etc.) $ 

Approximate Total, Direct Expenses $ 

Indirect Exoenses 
Program development $ 
Graphic design $ 

Includes all labor associated with initial program set-up and development, including development and 
production of meeting slides, coordination of print support materials, graphic design, typesetting and 
layout of all support materials, and development and creation of final program appearance 

Meeting management $ 
Includes faculty management, venue coordination, meeting logistics, travel and all other program 
details 

Site inspection $ 
Onsite management (four staff members) $ 
Administrative and accounting fees $ 
Project management $ 

Total, Indirect Expenses $ 

2,000 

32,500 

13,600 

5,000 

2,400 

1,000 

6,062 

6,000 

1,500 

1,000 

71,062 

12,500 

17,000 

13,000 

3,000 

6,000 

2,585 

12,415 

66,500 

Confidential TEVA_MDL_A_01855537 

P-29481 _ 00228



07300F.30

] 

l 
_l 

J 

l 
J 
] 

] 

J 

I 

I 

I 
] 

I 
] 

_I 

I 
] 

J 
) 

I 

I 
] 

J 

l 
] 

I 

J 

J 

I 
-1 

] 

Program Title 

Program Overview 

Intended Audience 

Program Objectives 

Format 

Distribution 

Requ st for 
Sponsor Support 

November 28, 2005 

Confidential 

Program Summary 

The Emerging Solutions in Pain Tool Kit, Volume Two 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

Medical Learning Solutions is proposing to develop new tools and content for the 
Emerging Solutions in Pain Tool Kit, Volume Two. Volume One of the Tool Kit 
provided clinicians with specific tools for assessing the potential for abuse, 
addiction and diversion in their patients with chronic pain, for monitoring their 
pain patients, and for accessing information regarding "best practices" in the 
long-term management of these patients. Volume Two will expand upon the 
tools and resources presented in Volume One, as directed by the Emerging 
Solutions in Pain faculty attending the 2006 Faculty Advisory Committee 
Meeting. 

The new tools and resources that will be included in Volume Two of the Tool Kit 
will be available via a new multi-media CD-ROM, as well as via a downloadable 
series at the Emerging Solutions in Pain web site. 

The primary audience of the Emerging Solutions in Pain Tool Kit Volume Two will 
be physicians, pharmacists, nurses and other allied health care professionals 
who provide care to patients with chronic pain. 

The specific tools and resources that will make up the Emerging Solutions in 
Pain Tool Kit Volume Two will be taken from recommendations made by the 
Emerging Solutions in Pain Faculty. These tools and resources may include the 
following: 
(1) Tools for assessing functionality in patients who are prescribed opioids, such 

as a driving impairment test 
(2) Tools to assist in appropriate documentation of those patients who are 

prescribed opioids, such as chart stickers or downloadable return visit forms 
(3) Resources outlining specific legal issues associated with prescribing opioids 
(4) Case studies of patients who have had issues with misuse, abuse or 

addiction to opioids 

A multimedia CD-ROM and online at www.EmergingSolutionsinPain.com 

The Emerging Solutions in Pain Tool Kit Volume Two will be available through 
the following avenues: 
(1) Through BRC request cards 
(2) Through electronic download at www.EmergingSolutionsinPain.com 
(3) Through distribution at the Emerging Solutions in Pain Meet the Expert Booth 
(4) Through distribution at the RESPECT Meeting Series 

Medical Learning Solutions will announce and promote the Emerging Solution in 
Pain Tool Kit Volume Two through the means of distribution outlined above. In 
addition, all Emerging Solutions in Pain initiatives will direct clinicians to 
www.EmergingSolutionsinPain.com, where Volume Two will be prominently 
featured. These will include journal advertisements, banner advertisements and 
brochures for the Emerging Solutions in Pain initiative. 

As a supplement to these primary methods, Medical Learning Solutions may 
request the assistance of Cephalon, Inc. in the dissemination of information 

Page 29 

TEVA_MD L_A_ 01855538 

P-29481 _ 00229



07300F.31

• • • • • 
■ 
■ 

• - Total Budget: 

November 28, 2005 

Confidential 

Program Summary 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0%0 

regarding this program to the medical community. The content of such 
information, however, is the responsibility of Medical Learning Solutions, and any 
such distribution will solely be as a supplement to MLS' primary methods of 
announcement and promotion . 

$150,850 
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M·L-S 
Proposal Number: 06-003 

Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

2006 Emerging Solutions in Pain Tool Kit, Volume Two 
Proposed Budget 
November 28, 2005 

Cost Summary 

Approximate Total, Direct Expenses 

Total, Indirect Expenses 

D velopment and Production of the Emerging Solutions In Pain Tool Kit, Volume Two 

Detailed Budget nemlzstlon 

Direct Expenses, Approximate 
Duplication: ESP Tool Kit CD-ROM, Quantity: 10,000 

Four color, two page CD mailer with two inside pockets to house four-color silk-screened CD-ROM plus 16-page four-color saddle-
stitched booklet. 4/0 + varnish, score, fold, insertion of CD, shrinkwrapping. 

Audio track recording 

Professional voice talent narration of Tool Kit instructions, KOL commentary, etc. 

Clinical expert honoraria 

Preparation, review of audio commentary 

Postage for returned BRCs• 

Postage to ship CDs for BRC requests• 
Miscellaneous (non-fulfillment shipping, faxes, etc.) 

Approximate Total, Direct Expenses 

Indirect Expenses 
IT/ programming services 

Includes programming of multi-media CD-ROM, including user-friendly CD interface; programming of Tools and resources, 
instructions and commentary; adaptation of all Tools and resources to formats appropriate for online posting and use 

Graphic design / production services 

Includes production of multi-media animation and graphics for CD; adaptation of design for CD case, rep BAG, journal 
advertisements; typesetting, layout, proofing, coordination with print and duplication vendors 

Medical / scientific services 

Includes content development for rep BRC, journal advertisement, CD booklet 

Fulfillment of CDs in response to returned rep BRCs 

Administrative and accounting fees 

Project management 

Total, Indirect Expenses 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

"Note that "BRCs" refers to excess Business Reply Cards printed in 2005 in association with the ESP Slim Jim. BRCs will not be re-printed in 2006. 
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45,000 

105,850 

150,850 

24,500 

3,500 

9,000 

2,500 

5,000 

500 

45,000 

33,465 

13,500 

37,630 

5,000 

2,543 

13,712 

105,850 
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Program Overview 

Int nded Audience 

Program Objectives 

Format 

Distribution 

R qu st for 
Sponsor Support 

Total Budget: 

November 28, 2005 

Confidential 

Program Summary 

The Emerging Solutions in Pain Awareness Campaign 

IOI Washington Street 
Morri sville, Pennsylvania 19067 

Phone 215.337.6 100 
Fax 21 5.337 .0960 

Medical Learning Solutions is proposing to increase the number of health care 
professionals who are aware of the Emerging Solutions in Pain initiative through 
the development and implementation of a coordinated series of advertising 
campaigns in 2006. The goal of this awareness campaign is to expand the reach 
of the Emerging Solutions in Pain initiatives to health care professionals who will 
benefit from the educational information presented at the web site, on the Tool 
Kit CD-ROM, at the Meet the Experts Booth and at the RESPECT meeting 
series. 

The primary audience of the Emerging Solutions in Pain Tool Kit Volume Two will 
include physicians, pharmacists, nurses, physician assistants, and other health 
care professionals who provide care to patients with chronic pain. 

The overall objective of the 2006 Awareness Campaign is to increase the 
number of health care professionals who are active in the Emerging Solutions in 
Pain community. The specific objectives will include, but are not limited to: 
(1) Increase the number of registered users at 

www.EmergingSolutionsinPain.com 
(2) Increase the number of user sessions at www.EmergingSolutionsinPain.com 
(3) Increase the total amount of information downloaded at 

www.EmergingSolutionsinPain.com 

Journal and banner advertisements 

The 2006 Emerging Solutions in Pain Awareness Campaign will include, but is 
not limited to: 
(1) Journal advertisements in Practical Pain Management Journal 
(2) Banner advertisements at select professional pain management organization 

web sites 

Medical Learning Solutions will coordinate the Emerging Solution in Pain 
Awareness Campaign through the means of distribution outlined above. 

As a supplement to these primary methods, Medical Learning Solutions may 
request the assistance of Cephalon, Inc. in the dissemination of information 
regarding this program to the medical community. The content of such 
information, however, is the responsibility of Medical Learning Solutions, and any 
such distribution will solely be as a supplement to MLS' primary methods of 
announcement and promotion. 

$61,500 
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Proposal Number: 06-003 

Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

2006 Emerging Solutions in Pain Awareness Campaign 
Proposed Budget 
November 28, 2005 

Cost Summary 

Approximate Total, Direct Expenses 

Total, Indirect Expenses 

Development and Implementation of the 2006 Emerging Solutions in Pain 
Awareness Campaign 

Detailed Budget Itemization 

Direct Expenses, Approximate 
Journal advertisements, 12 months 

Four-color, full-page advertising series in selected pain management journals 

Banner advertisements, 6 months 

Advertising campaign at select professional organization web sites , to occur in conjunction with annual 
congresses and association meetings 

Miscellaneous jnon-fulfillment shipping, faxes, etc.) 

Approximate Total, Direct Expenses 

Indirect Expenses 
Graphic design/ production services 

Medical / scientific services 

Administrative and accounting fees 
Project management 

Total, Indirect Expenses 
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$ 45,000 

$ 16,500 

$ 61,500 

$ 40,200 

$ 4,200 

$ 600 

$ 45,000 

$ 8,750 

$ 2,000 

$ 750 

$ 5,000 

$ 16,500 

Confidential TEVA_MDL_A_01855542 

P-29481 _ 00233



07300F.35

• • • • • • 
:I 

II 

Cl 

• • 
II 

II 

II 

:II 

:I 

I 

I 

I 
I 

I 

I 

:I 

J 

I 

I 

I 

I 

I 

I 
I 

I 

Program Title 

Program Overview 

CE Provider 

Program Summary 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 21 5.337 .6 100 
Fax 21 5.337.0960 

The Emerging Solutions in Pain Accredited Article Series 

Medical Learning Solutions is proposing to develop and produce an accredited 
series of eight journal articles, directed toward physicians, pharmacists, nurses 
and other health care professionals who are involved in the care of patients with 
chronic pain. This series of accredited articles will be initially published in the 
Practical Pain Management Journal; all articles will be available for credit online 
at the Emerging Solutions in Pain web site, as well. 

Based on the need to educate clinicians in the assessment and treatment of 
chronic pain patients who may be at risk for abuse, addiction and diversion, the 
The Emerging Solutions in Pain Accredited Article Series will be accredited by a 
third party CE vendor of our choice. 

All articles in the Accredited Article Series will be accredited for: 

• CME credit for physicians by the Accreditation Council for Continuing 
Medical Education. Each activity will be approved for a maximum of one 
hour of category 1 credit toward the AMA Physician's Recognition 
Award. 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy 
Education. Each activity will be approved for a maximum of 1.0 credit 
hour (0.1 CEU) for Continuing Pharmacy Education 

• CNE credit for nurses. Each activity will be approved for a maximum of 
1.0 Contact Hours. 

Intended Audience The primary audience of The Emerging Solutions in Pain Accredited Article 
Series includes physicians, pharmacists, nurses and other health care 
professionals who provide care to patients with pain. 

Program Objectives The purpose of The Emerging Solutions in Pain Accredited Article Series is to 
educate clinicians on key topics relating to the Emerging Solutions in Pain 
initiatives. These topics may include, but are not limited to, the following: 

November 28, 2005 

(1) Assessing functionality in patients prescribed opioids for chronic pain 
(2) Urine drug testing and other methods for monitoring patients who are 

prescribed opioids 
(3) Determining relative risk of opioid abuse 
(4) Issues relating to drug testing in patients who are prescribed opioids 
(5) Standards of care in pain management 
(6) The importance of interdisciplinary teams in effective pain management 
(7) Neurobiology of addiction 
(8) Legal issues associated with the prescription of opioids 
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Format 

Post-Activity 
Feedback 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

November 28, 2005 

Confidential 

Program Summary 

IOI Washington Street 
Morrisvi lle, Pennsylvania 19067 

Phone 215.337.6100 
Fax 2 I 5.337 .0960 

A series of eight four-page accredited articles in the Practical Pain 
Management Journal 

Course evaluation forms will be required of all participants who seek to receive 
continuing education credit. Medical Learning Solutions will work with the third 
party CE vendor to summarize the information collected from these forms in a 
formal report to evaluate program effectiveness. 

Participants will evaluate the following as excellent, good, fair or poor: 
( 1) Overall content 
(2) Faculty teaching effectiveness 
(3) Format 

Participants will also respond to the following questions: 
(1) How well did the program achieve its educational objectives? 
(2) Do you feel the program material was useful and practice-oriented? 
(3) Do you feel that the information provided in this educational activity will aid in 

improving patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic options? 
(5) Would you participate in future educational activities? 

Medical Learning Solutions and the third party CE vendor will announce and 
promote The Emerging Solutions in Pain Accredited Article Series primarily 
through advertisement at the Emerging Solutions in Pain web site. 

As a supplement to these primary methods, Medical Learning Solutions and the 
third party CE vendor may request the assistance of Cephalon, Inc. in the 
dissemination of information regarding this program to the medical community. 
The content of such information, however, is the responsibility of Medical 
Learning Solutions, and any such distribution will solely be as a supplement to 
MLS' primary methods of announcement and promotion. 

$304,841 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 06-003 
Date: November 28, 2005 

Emerging Solutions in Pain Accredited Journal Article Series 

A Series of 4-Page Articles Inserted in Practical Pain Management Journal and Posted 
Online at www.EmergingSolutionsinPain.com 

November 28, 2005 

Program Parameters 

Number of 2006 issues 8 

Total 2006 articles 8 

Pages per article 4 

Circulation per article 39,000 

Cost Summary 
une-IIme t-'er Article 1 otaI, t:Ignt Article 
Charges Costs Series 

Approximate Total , Direct Expenses; Development and Production $ . $ 27,000 $ 216,000 

Total , Indirect Expenses; Development and Production $ 2,000 $ 10,855 $ 86,841 

Subtotal $ 2,000 $ 37,855 $ 302,841 

Cost of Eight Emerging Solutions in Pain Accredited Journal Article Series $ 304,841 

Per Issue Cost! $ 0.98 I 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 06-003 
Date: November 28, 2005 

Emerging Solutions in Pain Accredited Journal Article Series 

A Series of 4-Page Articles Inserted in Practical Pain Management Journal and Posted 
Online at www.EmergingSolutionsinPain.com 

November 28, 2005 

Detailed Budget Itemization 

Approximate Direct Expenses, Development and Production 
une-11me 1-'er ArllCle l otal, 1:::1ght Article 
Charges Costs Series 

Clinical expert honoraria $ 3,000 $ 24,000 
Insert page charges, PPMJ $ 10,000 $ 80,000 

Four-page article printed on matte cover stock as journal insert 

Accreditation of program for CME, CPE, CNE $ 8,000 $ 64,000 
Continuing Education participant certificates (estimate 750 certificates per 
program) $ 6,000 $ 48,000 

Approximate Total, Direct Expenses, Development and Production $ . $ 27,000 $ 216,000 

Indirect Expenses, Development and Production 
one-11me Per AnlCle [ otal, 1:::1ght Article 
Charges Costs Series 

Program development $ 1,200 $ 9,600 
Includes coordination with clinical expert for receipt of article; coordination with 
accreditor, internal teams, PPMJ staff 

Medical services $ 2,400 $ 19,200 

Includes development of supporting verbiage (needs assessment, objectives, etc.) 
and self-assessment; editorial services; fact-checking services ; proofreading 

Production services $ 275 $ 2,200 

Includes layout and typesetting of articles, supporting web pages for online posting 

Programming of finished monograph for Web-posting, archiving $ 950 $ 7,600 
Database creation, management $ 2,000 $ $ . 

Administrative and accounting fees $ 2,566 $ 20,528 
Project management $ 3,464 $ 27,713 

Total, Indirect Expenses, Development and Production $ 2,000 $ 10,855 $ 86,841 
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IOI Washington Street 
Morri sv ille, Pennsylvania 19067 

Phone 215.337.61 00 
Fax 215.337.0960 

Grant Request Part B: Live Emerging Solutions in Pain Educational 
Events and Activities 

Program Overview: Summary of Work Completed in 2005 

1. ESP MEET THE EXPERTS BOOTH 
Another key Emerging Solutions in Pain initiative for 2005 is the ESP Meet the Experts exhibit booth, 
which is an informational and interactive exhibit booth that features mini-presentations by leading 
experts in pain and addiction medicine at select national healthcare association conferences. The 
goals of the Meet the Expert booth are several-fold: 

1. Introduce the Emerging Solutions in Pain initiative to clinicians attending the meeting 

2. Distribute ESP resources to clinicians, including the Emerging Solutions in Pain Tool Kit CD-ROM 
and Mini-Disc Publication 

3. Provide clinicians with an opportunity to meet with national leaders in the field of pain 
management, in an intimate setting designed to foster interaction and discussion 

4. Capture clinical expert presentations for video replay at the Emerging Solutions in Pain web site 

5. Allow clinicians to explore the Emerging Solutions in Pain web site and the Tool Kit CD-ROM 
through interactive kiosks 

6. Make clinicians aware that new and innovative resources are being added to the ESP web site on 
a continu ing basis 

Through 2005, the Meet the Expert Booth has disseminated Emerging Solutions in Pain information 
and resources to clinicians at multiple meetings: 

Meeting Date Location 

AAPM February, 2005 Palm Sprinos, CA 

APS March, 2005 Boston, MA 

ASAM April, 2005 Dallas, TX 

AAFP September, 2005 San Francisco, CA 

AAPM&R October, 2005 Philadelphia, PA 

November 28, 2005 Page 38 
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337 .6 I 00 
Fax 215.337.0960 

Grant Request Part B: Live Emerging Solutions in Pain Educational 
Events and Activities 

2. THE ESP RESPECT (RESPONSIBLE PAIN EDUCATION CAN BE THERAPEUTIC) MEETING SERIES 
This accredited series of regional meetings is directed toward physicians, pharmacists, nurses, and 
other allied health care professionals who provide care to patients with chronic pain. The RESPECT 
meetings focus on the role of opioids in pain management, concerns over addiction, and the potential 
for diversion. One of the goals of this series is to educate clinicians on resources that are available 
within their own community for building interdisciplinary teams and networks to improve the quality of 
care for patients with chronic pain. As such, these programs are accredited for physicians, 
pharmacists and nurses; topics addressed include: 

1. Standards of care for determining a patient's treatment plan 

2. Interdisciplinary team approaches to pain management 

November 28, 2005 Page 39 
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IOI Washington Street 
Morri sville, Pennsylvania 19067 

Phone 2 15.337.61 00 
Fax 2 15.337 .0960 

Grant Request Part B: Live Emerging Solutions in Pain Educational 
Events and Activities 

3. Two - three case studies of patients in the actual community 

Each meeting participant receives a RESPECT binder with all slides presented in the program, as 
well as tools and information specific to the treatment of patients with pain in the local community. 
Resources in this binder include: 

1. The Emerging Solutions in Pain Tool Kit CD-ROM 

2. The American Pain Foundation TARGET Chronic Pain Card 

3. Opioid Risk Tool (both clinician and patient forms) 

4. The Hamilton Rating Scale for Depression 

5. Return Visit Clinician Checklist and Patient Questionnaire 

6. Internet resources, organized by: 

a. Federal government resources 

b. State government resources 

c. Legal resources 

d. Pain management resources 

e. Professional Associations 

f. Online Continuing Education (CE) resources 

7. State-specific information from the state medical board(s) 

The faculty for each RESPECT meeting is composed of two nationally-known faculty and two to three 
regional speakers, thus creating a dynamic presentation that addresses challenges associated with 
pain management on both a national and regional level. 

To date, there have been seven RESPECT meetings involving 47 physicians, 113 pharmacists, 72 
nurses and 38 other allied health care specialists. 
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Grant Request Part B: Live Emerging Solutions in Pain Educational 
Events and Activities 

Exhibit B-1 

Regional Emerging Solutions in Pain 
through Education, 

Communication & Treatment 

TTlis ~ducational activity 
i:: jointl) sp<>f)sored by 

I)=... 
':? R·O·_l ROI Media 
.,~ --"'-- Groop, IJ1C. 

Suppooed by ~n 
educ..Jtional gran! from 

Program Overview: Proposed 2006 Activities 

The following activities are recommended as the Live Emerging Solutions in Pain Educational Events and 
Activities in 2006. 

1 . Continuance of the Meet the Expert exhibit booth at select, larger association meetings and 
expansion of the Meet the Expert mini-booth at smaller association meetings 

2. Recreation of the RESPECT meeting series to focus on the provision of trained Emerging 
Solutions in Pain faculty to regional and local meetings of clinician associations, grand rounds 
programs and other similar venues 

3. Adaptation of the current RESPECT meeting content to focus on the educational needs of single
clinician groups at regional and local meetings of clinician associations 
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Proposal Number: 06-003 

Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain 
Summary of Proposed Budget, Grant Request Part B 

Live Emerging Solutions in Pain Educational Events and Activities 
November 28, 2005 

Cost Summary 

Meet the Experts Booth 

Approximate Total , Direct Costs $ 

Indirect Costs $ 

Cost of the 2006 Meet the Expert Booth Series $ 

RESPECT Meetings 

Approximate Total, Direct Costs $ 

Indirect Costs $ 

Cost of a 20-Activity RESPECT Meeting Series $ 

Total Budget, 2006 Live Emerging Solutions In Pain Educational Events and 
$ 

Activities 

Approval Signature Date 

380,150 

208,290 

588,440 

170,950 

204,616 

375,566 

964,006 

Note: no work may begin until Medical Learning Solutions receives, via email or fax, this approval with 
signature and date 
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Program Title 

Program Overview 

Program Summary 

101 Washington Street 
Morrisv ille, Pennsylvania 19067 

Phone 215.337.61 00 
Fax 2 15.337.0960 

The Emerging Solutions in Pain Meet the Experts Booth 

Medical Learning Solutions is proposing to continue utilizing the Meet the Experts 
Booth as an informational and interactive display for educating clinicians in the 
Emerging Solutions in Pain initiatives at national congresses and association 
meetings. In 2006, Medical Learning Solutions is proposing to tailor Booth 
activities to the size and specific purpose of the congress or association. Thus, 
at larger meetings, the full Meet the Expert Booth will be utilized, while a smaller 
Emerging Solutions in Pain Booth will be displayed at smaller congress and 
association meetings. 

Functionality for the full-size Meet the Expert Booth will include a seating area for 
meeting attendees to interact with Emerging Solutions in Pain clinical experts; 
computer terminals featuring interactive displays highlighting the Emerging 
Solutions in Pain initiatives, membership registration for the Emerging Solutions 
in Pain Web Site, and the Emerging Solutions in Pain Tool Kit. The smaller 
Emerging Solutions in Pain Booth will focus on interactive displays of the Tool Kit 
and video highlights of previous Meet the Expert presentations; membership 
registration; and distribution of the Emerging Solutions in Pain Tool Kit. 

Intended Audience The primary audience of the Emerging Solutions in Pain Meet the Experts Booth 
will be physicians, pharmacists, nurses and other allied health care professionals 
who provide care to patients with chronic pain and who attend selected national 
association meetings and congresses. Currently suggested meetings include the 
2006 meetings of the AAPM, AAPM&R, AANP, AMCP and ASAM. 

Program Objectives The purpose of the Emerging Solutions in Pain Meet the Expert Booth is to 
disseminate information concerning the Emerging Solutions in Pain initiative to 
clinicians practicing in the field of pain management, and to educate those 
clinicians on the assessment and monitoring of pain patients, and on good 
practice management techniques. Clinicians visiting the booth will have 
opportunities to: 
(1) Interact with Emerging Solutions in Pain clinical experts in small discussion 

groups, focusing on tools and strategies that will contribute to a proper 
balance of pain control and abuse/diversion minimization (full-size Meet the 
Expert Booth only) 

(2) On computer terminals, view multi-media, interactive programs highlighting 
the issues associated with minimization of abuse, addiction and diversion, 
the Emerging Solutions in Pain Tool Kit and associated case studies 

(3) Receive copies of the Emerging Solutions in Pain Tool Kit CD-ROM and 
other support materials, such as the Mini-Disc Publication 

(4) Gain exposure to the resources available at the Emerging Solutions in Pain 
Web Site, and register as a "member", thereby expediting their ability to 
access online resources 

Format An interactive meeting booth, to be presented at national association meetings 
and congresses. The full-size Meet the Expert Booth will feature live peer-to
peer interactions with Emerging Solutions in Pain clinical experts, as well as 
interactive, multimedia programs that highlight the Emerging Solutions in Pain 
initiatives. The smaller Emerging Solutions in Pain Booth will focus on educating 
clinicians in the availability of the Emerging Solutions in Pain initiatives. 
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Distribution 

Request for 
Sponsor Support 

Total Budget: 

November 28, 2005 

Confidential 

Program Summary 

IOI Washington Street 
Morrisville, Pennsylvania I 9067 

Phone 215.337.61 00 
Fax 215337.0960 

The Emerging Solutions in Pain Meet the Expert Booth will be available at 
selected national association meetings and congresses; meetings identified to 
date include the AAPM, AAPM&R, AANP, AMCP and ASAM. The 
announcement of the Booth will be made via direct mail to registered meeting 
attendees and members, and via journal and/or banner advertisements. 
Information at the Booth will be provided by Emerging Solutions in Pain clinical 
experts and by Medical Learning Solutions staff members. 

Medical Learning Solutions is promoting the Emerging Solutions in Pain Meet the 
Experts Booth through a variety of methods, including direct mail, publication of a 
multimedia Mini-Disc, and journal and banner advertisements. 

As a supplement to these primary methods, Medical Learning Solutions may 
request the assistance of Cephalon, Inc. in the dissemination of information 
regarding this program to the medical community. The content of such 
information, however, is the responsibility of Medical Learning Solutions, and any 
such distribution will solely as a supplement to MLS' primary methods of 
announcement and promotion. 

$588,440 
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Proposal Number: 06-003 

Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

T 

Confidential 

2006 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 
November 28, 2005 

Program Parameters 
Number of Exhibitions of the Full-Size Meet the Expert Booth 

Number of Exhibitions of the Smaller Emerging Solutions in Pain Booth 

Cost Summary 
Per Meeting 

One-Time Approximate Direct Expenses $ -
Approximate Total , Direct Expenses: Full-Size Booth (AAPM, AAPM&R) $ 111 ,570 

Approximate Total, Direct Expenses: Mini ESP Booth (ASAM, AANP, AMCP) $ 46,550 

Total , Indirect Expenses $ 64,598 

tal Cost.of the 2006 Emerging Solutions in Pain Exhibition Booth Series 

2 

3 

Total 

$ 47,000 

$ 193,500 

$ 139,650 

$ 208,290 

$ 588,440 
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Proposal Number: 06-003 

Date: November 28, 2005 

101 Washington St, Suite 11 O 
Morrisville, PA 19067 

2006 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 
November 28, 2005 

Detailed Budget Itemization 

Approximate Total, Direct Expenses 

One-Time Approximate Direct Expenses 

Per Meeting 

Update of existing mini-booth; new graphic panels for full-size booth 

Booth Qive-aways 

Miscellaneous (non-fulfillment shipping, faxes, etc .) 

Subtotal, One-Time Approximate Direct Expenses 

Full-Size B oth (AAPM, AAPM&R) 
Exhibit space (includes liability insurance) $ 15,400 
Booth set-up/tear-down (floor plan, shop prep, installation and dismantling including labor 
supervision, travel) $ 25,720 
Equipment rental (computer units, plasma screen , switcher unit, audio w/ lav mic, 
electrical, telecommunication links, chairs, carpeting, etc.) $ 10,590 

Shipping of booth to AAPM meeting site only $ 8,820 
Shipping of booth to AAPM&R meeting site only (note additional shipping charges for 
Hawaii location of AAPM&R) $ 20,820 

Shipping of supp~es (mini-discs, Tool Kits, etc) to meeting site - delivery to booth charges $ 2,200 

Badge Reader System (3 units) $ 770 

Booth advertisement 

Advertisement in meeting catalog/publication (full page, 4/c) $ 2,925 

Booth posters, printing $ 825 

KOL expenses: two KOL faculty 

Honoraria $ 12,000 

Travel: air, hotel, ground, OOP $ 4,300 

ROI expenses: three ROI staff 

Travel: air, hotel, ground, OOP $ 6,900 

Exhibitor registration $ 300 

Subtotal, Approximate Direct Expenses tor Full-Size Booth $ 111,570 

Confidential 

Total 

$ 15,000 

$ 30,000 

$ 2,000 

$ 47,000 

2 meetings total 

$ 30,800 

$ 51,440 

$ 21 ,180 

$ 8,820 

$ 20,820 

$ 4,400 

$ 1,540 

$ 5,850 

$ 1,650 

$ 24,000 

$ 8,600 

$ 13,800 

$ 600 

$ 193,500 
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Proposal Number: 06-003 

Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

2006 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 
November 28, 2005 

Detailed Budget Itemization 

Approximate Total, Direct Expenses (continued) 
Per Meeting 

MiniB th (AANP, AMCP, ASAM) 

Exhibit space (includes liability insurance) $ 1,430 

Booth Rental for BX1 O Space $ 3,850 

Booth set-up/tear-down (floor plan, shop prep, installation and dismantling including labor 
supervision, travel) $ 15,950 

Equipment rental (computer units, plasma screen, switcher unit, audio w/ lav mic, 
electrical, telecommunication links, chairs, carpeting, etc.) $ 6,475 

Shipping of booth to meeting site $ 7,975 

Shipping of supplies (mini-discs, Tool Kits, etc) to meeting site - delivery to booth charges $ 2,200 

Booth advertisement 

Advertisement in meeting catalog/publication $ 2,310 

Booth posters, printing $ 660 

ROI expenses: three ROI staff 

Travel: air, hotel, ground, OOP $ 5,500 

Exhibitor registration $ 200 

Subtotal, Approximate Direct Expenses for Mini Booth $ 46,550 

Confidential 

Total 

3 meetings total 

$ 4,290 

$ 11,550 

$ 47,850 

$ 19,425 

$ 23,925 

$ 6,600 

$ 6,930 

$ 1,980 

$ 16,500 

$ 600 

$ 139,650 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 06-003 

Date: November 28, 2005 

2006 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 
November 28, 2005 

Detailed Budget Itemization 

TotatlndirectExpenses 
Per Meeting Total 

Medical I scientific services $ 4,000 $ 20,000 

Includes development of content for meeting advertisements; ; coordination of presentation 
content with ESP KOLs 

Graphic design / production services $ 2,000 $ 10,000 

Includes development of display graphics for booth panels, graphics for interactive booth 
displays; graphic design, typesetting and layout of booth posters and advertisements 
(direct mail plus meeting catalog); proofreading; coordination with print vendors; etc. 

Conference management services 

staffing booth during meeting; coordination with KOLs pre-meeting, post-meeting and 
during meeting; coordination with conference vendors, coordination of booth advertising; 
etc. 

Conference management services: Full-Size Booth (2 total) $ 26,700 $ 53,400 

Conference management services: Mini Booth (3 total) $ 17,300 $ 51,900 

Administrative and accounting fees $ 5,460 $ 27,301 

Project management $ 9,138 $ 45,689 

Total, Indirect Expenses $ 64,598 $ 208,290 
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Program Title 

Program Overview 

CE Provider 

Intend d Audience 

November 28, 2005 

Confidential 

Program Summary 

IOI Washington Street 
Morri sville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

The Emerging Solutions in Pain RESPECT Meeting Series 

Medical Learning Solutions is proposing to adapt the 2005 RESPECT meetings 
into a new series that focuses on the provision of trained Emerging Solutions in 
Pain faculty to regional and local meetings of clinician associations, grand rounds 
programs and other similar venues. The 2006 RESPECT Meeting Series will 
therefore focus on providing practical clinical information via an accredited 
lecture series to health care professionals practicing in local clinics, hospitals and 
office settings. 

In this series, Medical Learning Solutions in proposing to update the 2005 
RESPECT Meeting slide modules with information that will be appropriate for 
smaller groups of clinicians, such as will attend local and regional association 
meetings and grand rounds presentations. Select Emerging Solutions in Pain 
faculty who express interest and availability will then be trained remotely via 
teleconference in the new data; these individuals will form a RESPECT Meeting 
Speakers' Bureau. Medical Learning Solutions will work with local and regional 
association meetings and hospitals hosting grand rounds presentations to 
identify meetings of clinicians which will benefit from an accredited presentation 
focusing on Emerging Solutions in Pain/RESPECT Meeting topics. After a need 
has been identified, Medical Learning Solutions will coordinate all logistical 
arrangements for the presentation with a trained, available Faculty member. 

Based on the need to educate clinicians in the assessment and treatment of 
chronic pain patients who may be at risk for abuse, addiction and diversion, The 
Emerging Solutions in Pain RESPECT Meeting Series will be accredited by a 
third party CE vendor of our choice. 

The Meeting Series will be accredited for: 

• CME credit for physicians by the Accreditation Council for Continuing 
Medical Education. Each activity will be approved for a maximum of one 
hour of category 1 credit toward the AMA Physician's Recognition 
Award. 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy 
Education. Each activity will be approved for a maximum of 1.0 credit 
hour (0.1 CEU) for Continuing Pharmacy Education 

• CNE credit for nurses. Each activity will be approved for a maximum of 
1.0 Contact Hours. 

The primary audience of The Emerging Solutions in Pain RESPECT Meeting 
Series includes clinicians who provide care to patients with pain. These 
clinicians will include physicians, pharmacists and nurses, but may be extended 
to other clinical and non-clinical members of a multi-disciplinary treatment team, 
such as social workers, case managers, etc. 
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Program Objectives 

Format 

Post-Activity 
F edback 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

November 28, 2005 

Confidential 

10 1 Washington Street 
Morri sville , Pennsylvania 19067 

Phone 2 15.337 .61 00 
Fax 2 I 5.337 .0960 

Program Summary 

The purpose of the RESPECT Meeting Series is to educate clinicians on the 
key tenets of the Emerging Solutions in Pain initiative, focusing on the role 
of appropriate assessment and monitoring techniques, and good practice 
management strategies, in achieving effective interactions between 
members of the treatment team. In addition, other topics may be included, 
based upon recommendations made by the Emerging Solutions in Pain 
Faculty Advisory Committee. 

A series of live, peer-to-peer activities scheduled in conjunction with local 
and regional association meetings and at hospital or clinic-based grand 
rounds programs throughout the United States. This proposal is for 20 
RESPECT meetings . 

Course evaluation forms will be required of all participants who seek to receive 
continuing education credit. Medical Learning Solutions will work with the third 
party CE vendor to summarize the information collected from these forms in a 
formal report to evaluate program effectiveness . 

Participants will evaluate the following as excellent, good, fair or poor: 
(1) Overall content 
(2) Faculty teaching effectiveness 
(3) Format 
(4) Audio/visual 

Participants will also respond to the following questions: 
(1) How well did the program achieve its educational objectives? 
(2) Do you feel the program material was useful and practice-oriented? 
(3) Do you feel that the information provided in this educational activity will aid in 

improving patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic options? 
(5) Would you participate in future educational activities? 

Medical Learning Solutions and the third party CE vendor will announce and 
promote The Emerging Solutions in Pain RESPECT Meeting Series primarily 
through arrangement with the local/regional association hosting the meeting; or 
the hospital sponsoring the grand rounds presentation. Medical Learning 
Solutions will also advertise availability of these meetings via advertisement on 
the Emerging Solutions in Pain web site. 

As a supplement to these primary methods, Medical Learning Solutions and the 
third party CE vendor may request the assistance of Cephalon, Inc. in the 
dissemination of information regarding this program to the medical community. 
The content of such information, however, is the responsibility of Medical 
Learning Solutions, and any such distribution will solely be as a supplement to 
MLS' primary methods of announcement and promotion. 

$375,566 

Page 50 

TEVA_MDL_A_01855559 

P-29481 _ 00250



07300F.52

Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Confidential 

Emerging Solutions in Pain 2006 RESPECT Meeting Series 
Projected Budget Estimate 

November 28, 2005 

Program Parameters 

Number of regional association symposia 

Faculty presenter per activity 

Approximate number, health care professional attendees per meeting 

Direct mall invitations to health care professionals 

Cost Summary 
One-time only 

costs 

Approximate Total, Direct Meeting Series Expenses $ -

Total, Indirect Meeting Series Expenses $ 47,663 

Approximate Total, Direct Meeting Support Expenses $ 19,500 

Total, Indirect Meeting Support Expenses $ 27,500 

Subtotal, one-time only costs $ 94,663 

Subtotal, 20-meeting RESPECT series $ 

Cost of 2006 Emerging Solutions in Pain 20-Meeting RESPECT Series 

10 

1 

30 

150 

Each group of 1 O 
meetings 

$ 75,725 

$ 64,726 

$ -

$ -

$ -
$ 280,903 

$ 375,566 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 06-003 

Date: November 28, 2005 

Emerging Solutions in Pain 2006 RESPECT Meeting Series 
Projected Budget Estimate 

November 28, 2005 

Detailed Budget ttemization 

Direct Meeting Expenses, Approximate 
One-time only Each group of 1 O 

costs meetings 

Direct mail invitations, mail services, postage $ $ 4,725 

Personalized invitations to be mailed to every potential participant; includes printing, 
assembly, mail services and postage. Postage estimated at $0.37 per direct mail piece 

Direct mail list purchase $ $ 

Print materials $ $ 3,500 

Includes printing of shell materials for adaptation and use in individualized symposia kits for 
every symposium; kits to include accreditation information, speaker biographical and 
disclosure information, agenda, reference materials and handout materials, where 
appropriate 

Speaker honoraria $ $ 25,000 

Speaker travel (air, OOP, hotel) $ $ 12,000 

Ground transportation $ $ 2,000 

Catering $ $ 15,000 

Audio/visual services $ $ 5,000 

Onsite CME coordination $ $ 7,500 

Shipping/Fed Ex $ $ 1,000 

Approximate Total, Direct Meeting Expenses $ $ 75,725 

Indirect Meeting Expenses 
One-time only Each group of 10 

costs meetings 

Program development $ 45,000 $ -

Includes all laoor associated with initial program set-up and development, including creation 
of text for print support materials, graphic design, typesetting and layout of all support 
materials, and development and creation of final program appearance 

Medical Services $ 18,000 $ 20,000 

Includes all labor associated with content of each symposium, including identification and 
production of resources specific for each region and clinicians in each association; review 
and coordination of content with faculty 

Meeting management $ 18,000 

Includes coordination with association for date of symposium and all meeting-related 
logistical details; coordination with faculty for dates, travel and all other program details 

Accreditation of program for CME, CPE, CNE $ 15,000 $ -

Continuing Education participant certificates $ 4,500 

Administrative and accounting fees $ 6,240 $ 9,458 

Project management $ 8,423 $ 12,768 

Total, Indirect Meeting Expenses $ 47,663 $ 64,726 
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Proposal Number: 06-003 
Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain 2006 RESPECT Meeting Series 
Projected Budget Estimate 

November 28, 2005 

Detailed Budget Itemization 

Direct Meeting Support Expenses, Approximate 
One-time only 

costs 

Slide module updates 

Medical writing $ 8,500 

Speaker honoraria $ 3,500 

Production of non-accredited video from one RESPECT meeting 

Equipment rental $ 3,000 

Travel $ 4,500 

Approximate Total, Direct Meeting Support Expenses $ 19,500 

Indirect Meeting Support Expenses 
One-time only 

costs 

Sllde module updates 
Program development $ 2,300 
Medical services $ 7,950 

Production of non-accredited video from one RESPECT meeting 
Program development $ 1,775 
Editing, post production $ 9,975 

Administrative and accounting fees $ 3,320 
Project management $ 4,480 

Total, Indirect Meeting Support Expenses $ 27,500 

Each group of 10 
meetings 

$ 

$ 

$ 

$ 

$ 

Each group of 10 
meetings 

$ 
$ 

$ 
$ 
$ 
$ 

$ 
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IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337 .6100 
Fax 215.337 .0960 

Grant Request Part C: Programs to Further Expand the Reach of the 
Emerging Solutions in Pain Educational Events and Activities 

Program Overview: Proposed 2006 Activities 
The following activities are recommended as a series of programs that will further expand the reach of the 
Emerging Solutions in Pain Educational Events and Activities in 2006. 

1. Development and implementation of a full-day seminar program, to be held for clinical attendees of a 
national congress, focusing on the intersection of pain management and addiction medicine 

2. Additional RESPECT meetings, held at regional and local meetings of clinician associations, grand 
rounds programs and other similar venues 

1. The Emerging Solutions In Pain Full-Day Lecture Program 

The American Society for Addiction Medicine (ASAM) has historically held an accredited, full-day 
lecture one day prior to the convening of its annual meeting for those ASAM members attending the 
meeting. This lecture, known as the Common Threads program, has focused on topical issues 
relating to the convergence of pain and addiction medicine. For logistical reasons, this meeting will 
not be offered by ASAM to its members at the 2006 meeting. However, the educational need of 
these clinicians, to increase their knowledge and understanding of the pain management and the 
impact of addiction on effective pain therapy, continues to exist. 

Medical Learning Solutions is therefore proposing to create an accredited full-day lecture program 
that will educate ASAM members on topics relevant to the Emerging Solutions in Pain initiatives. 
Through a series of presentations by Emerging Solutions in Pain faculty, this program will focus on a 
scientific and clinical evaluation of the fields of pain management and addiction, and will include 
relevant case studies for discussion and presentation. 

2. The ESP RESPECT (RESponsible Pain Education Can be Therapeutic) Meeting Series 

The RESPECT Meeting Series has been described previously in the Grant Request Part 8, in which 
a series of 20 RESEPCT Meetings were proposed, to be held in conjunction with local and regional 
association meetings and grand rounds presentations. The recommendation for this portion of the 
Grant Request is for an additional 10 RESPECT meetings in this series. The additional 10 meetings 
will utilize the same program infrastructure, content and trained faculty as the first 20 meetings, 
thereby cost-effectively extending the reach of this portion of the 2006 Emerging Solutions in Pain 
initiative. 

November 28, 2005 Page 54 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain 

Proposal Number: 06-003 

Date: November 28, 2005 

Summary of Proposed Budget, Grant Request Part C 
Programs to Further Expand the Reach of the Emerging Solutions in Pain Educational 

Events and Activities 
November 28, 2005 

Cost Summary 

Full-day ESP Symposium 

Approximate Total, Direct Expenses $ 132,850 

Indirect Expenses $ 108,600 

Cost of One Full-Day ESP Symposium Held at the 2006 ASAM Meeting $ 241,450 

RESPECT Meeting Series Extension 

Approximate Total, Direct Expenses $ 75,725 

Indirect Expenses $ 64,726 

Cost of 1 a-Program Extension of the 2006 RESPECT Meeting Series $ 140,451 

Total Budget, 2006 Programs to Further Expand the Reach of the Emerging 
$ 381,901 Solutions in Pain Educational Events and Activities 

Approval Signature Date 

Note: no work may begin until Medical Learning Solutions receives, via email or fax, this approval with 
signature and date 
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Program Title 

Program Overview 

Intended Audience 

Program Summary 

101 Washington Street 
Monisville, Pennsyl vania 19067 

Phone 215.337 .6100 
Fax 215.337.0960 

The Emerging Solutions in Pain Accredited Full-Day Lecture Program 

Medical Learning Solutions is proposing to create an accredited full-day lecture 
program that will educate ASAM members on topics relevant to the Emerging 
Solutions in Pain initiatives. Through a series of presentations by Emerging 
Solutions in Pain faculty, this program will focus on a scientific and clinical 
evaluation of the fields of pain management and addiction, and will include 
relevant case studies for presentation and discussion. 

The core group of proposed faculty includes: 
(1) Howard Heit, MD, FACP, FASAM 
(2) Douglas Gourlay, MD, MSc, FRCPC 
(3) Seddon Savage, MD, FASAM 
(4) Steven Passik, PhD 

Other faculty will be recruited based upon recommendations by the core faculty. 
Specific lecture topics will be identified based upon a consensus of the core 
faculty, but may include topics such as: 
(1) Evaluating the risk of opioid abuse in the chronic pain patient 
(2) Pharmacologic therapies for the chronic pain patient with a history of drug 

abuse or addiction 
(3) Legal issues in prescribing opioids to the chronic pain patient 
(4) New pharmacologic agents for treating chronic pain patients 

The primary audience of The Emerging Solutions in Pain Accredited Full-Day 
Lecture Program includes clinicians who provide care to patients with pain and 
who specialize in addiction medicine. 

Program Objectives The purpose of the Emerging Solutions in Pain Accredited Full-Day Lecture 
Program is to educate clinicians on topical issues relating to the convergence of 
pain and addiction medicine. In addition, other topics may be included, based 
upon recommendations made by the core faculty identified above and by the 
Emerging Solutions in Pain Faculty Advisory Committee. 

Format One full-day seminar program held one day prior to the Annual ASAM 
Conference, held in San Diego, California. This program will be comprised 
primarily as didactic lecture. An audience response system will also be utilized 
throughout the program to enhance audience participation and a more interactive 
experience. 

Activity 
F dback 

November 28, 2005 

To help establish a return on education metric for this program, Medical Learning 
Solutions will develop with the moderator a series of opening questions that will 
utilize the audience response keypad system. These questions will gather basic 
audience demographics, educational understanding of content prior to the 
educational activity, ratings scales on specific clinical techniques, etc. This 
would occur during the introduction of the program, similar to a pre-test. Data 
received from this activity would be correlated to information gathered during the 
post-test, thereby establishing prior- vs post-program educational metrics. 

Course evaluation forms and a written post-test will be required of all participants 
who seek to receive continuing education credit. Medical Learning Solutions will 
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CE Provider 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

November 28, 2005 

Confidential 

Program Summary 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

work with the third party CE vendor to summarize the information collected from 
these forms in a formal report to evaluate program effectiveness. 

(A) Participants will evaluate the following as excellent, good, fair or poor: 
(1) Overall content 
(2) Faculty teaching effectiveness 
(3) Format 
(4) Audio/visual 

(8) Participants will also respond to the following questions: 
(1) How well did the program achieve its educational objectives? 
(2) Do you feel the program material was useful and practice-oriented? 
(3) Do you feel that the information provided in this educational activity 

will aid in improving patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic 

options? 
(5) Would you participate in future educational activities? 

(C) Participants will also complete a post-test specific to the content topics, 
ACPE accreditation required. 

Based on the need to educate clinicians in the issues associated with treating 
chronic pain patients who may be at high risk for abuse, addiction or diversion of 
controlled substances, The Emerging Solutions in Pain Accredited Full-Day 
Lecture Program will be accredited by a third party CE vendor of our choice. 

The Lecture Program will be accredited for: 
• CME credit for physicians by the Accreditation Council for Continuing 

Medical Education. Each activity will be approved for a maximum of 
seven hours of category 1 credit toward the AMA Physician's 
Recognition Award. 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy 
Education. Each activity will be approved for a maximum of 7.0 credit 
hours (0.7 CEU) for Continuing Pharmacy Education 

• CNE credit for nurses. Each activity will be approved for a maximum of 
7.0 Contact Hours. 

Medical Learning Solutions and the third party CE vendor will announce and 
promote The Emerging Solutions in Pain Accredited Full-Day Lecture Program 
primarily through direct mail to ASAM members. Medical Learning Solutions will 
also advertise availability of this meeting via advertisement on the Emerging 
Solutions in Pain website. 

As a supplement to these primary methods, Medical Learning Solutions and the 
third party CE vendor may request the assistance of Cephalon, Inc. in the 
dissemination of information regarding this program to the medical community. 
The content of such information, however, is the responsibility of Medical 
Learning Solutions, and any such distribution will solely be as a supplement to 
MLS' primary methods of announcement and promotion. 

$241,450 

Page 57 

TEVA_MDL_A_01855566 

P-29481 _ 00257



07300F.59

-.. 
Ill 

i!!I 

-
• 

-
Confidential 

M·L-S 
Proposal Number: 06-003 

Date: November 28, 2005 

101 Washington St, Suite 11 0 

Morrisville, PA 19067 

Emerging Solutions in Pain Full-Day Accredited Symposium 

Proposed Budget 
November 28, 2005 

Program Description 

This proposed budget is for the development, production and management of a full-day CME-accredited 

stand-alone live event to coincide with the ASAM Annual Conference in San Diego on May 4, 2006. This 

program would support the Emerging Solutions in Pain mission of providing medical education in the area 

of pain management and the issues of misuse, abuse, and addiction. 

Program Parameters 
Presenting faculty @ activity 6 

Health care professional attendees @ meeting 250 

Direct mail invitations to health care professionals per activity 5000 

Cost Summary 

Approximate Total, Direct Expenses $ 132,850 

Total, Indirect Expenses $ 108,600 

Cost of Emerging Solutions in Pain Full-Day Accredited Symposium $ 241,450 

TEVA_MDL_A_01855567 

P-29481 _ 00258



07300F.60

I 

I 

I 

I 

I 

I 

I 

I 

I 

I 

I 

I 

I 

I 

I 

I 

I 

I 

I 

I 

I 

I 

I 

I 

:a 
II 

I 

ii 

I 

ii 

I 

I 

Proposal Number: 06-003 

Date: November 28, 2005 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain Full-Day Accredited Symposium 
Proposed Budget 
November 28, 2005 

Detailed Budget Itemization 

Direct Exoenses, Aooroximate 

Direct mail invitations, mall services, postage 
Printing $ 

Postage $ 

Fax Blast $ 

Email Blast $ 

Direct mail list purchase $ 

Print materials 
Printing meeting kits to include accreditation information, speaker biographical and disclosure 
information, agenda, handout materials, current journal articles by faculty, etc. and 4/c binder $ 

Set design pieces (banners, podium signs, gobo, directional signage, etc. ) $ 
Speaker honoraria (6 faculty members) $ 
Speaker travel (air, OOP, hotel) $ 

ROI staff travel $ 

Ground transportation $ 

Venue rental fee, service fees, etc. $ 
Travel, site visit $ 

Food & Beverage (Continental Breakfast, Buffet Lunch, Afternoon Break for 250) $ 

Audio/visual services $ 
Audience response system $ 

Accreditation of program for CME, CPE, CNE $ 

Continuing Education participant certificates $ 
Onsite CME coordination $ 
Miscellaneous (non-tum11ment snipping, taxes, FedEx, etc.) $ 

Approximate Total, Direct Expenses $ 

Indirect Exoenses 
Program development $ 

Includes all labor associated with initial program set-up and development, including creation of program 
content, text for print support materials, graphic design, typesetting and layout of all support materials, 
and development and creation of final program appearance 

Medical and scientific writing $ 

Site visit $ 

Meeting coordination $ 
Includes faculty management, meeting logistics, travel and all other program details 

Telephone recruitment $ 

Onsite meeting management $ 

Registration database development and management (includes online registration) $ 

Administrative and accounting fees $ 
Project management $ 

Total, Indirect Expenses $ 

• Tax and gratuity figures have not been included in this estimated budget 

2,700 
1,950 

750 
250 

2,000 

4,500 

2,500 

20,000 
11,550 
5,600 
1,750 
6,100 
2,000 

24,000 
14,000 
10,000 
15,000 
4,500 
1,500 
2,200 

132,850 

37,700 

12,100 
2,500 

18,500 

8,500 
3,200 
1,500 
4,268 

20,332 

108,600 

Confidential TEVA_MDL_A_01855568 

P-29481 _ 00259



07300F.61

Program Title 

Program Overview 

CE Provider 

Int nded Audience 

Program Objectives 

November 28, 2005 

Confidential 

Program Summary 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215 .337.0960 

The Emerging Solutions in Pain RESPECT Meeting Series 

Medical Learning Solutions is proposing to adapt the 2005 RESPECT meetings 
into a new series that focuses on the provision of trained Emerging Solutions in 
Pain faculty to regional and local meetings of clinician associations, grand rounds 
programs and other similar venues. The 2006 RESPECT Meeting Series will 
therefore focus on providing practical clinical information via an accredited 
lecture series to health care professionals practicing in local clinics, hospitals and 
office settings. 

Medical Learning Solutions will work with local and regional association meetings 
and hospitals hosting grand rounds presentations to identify meetings of 
clinicians which will benefit from an accredited presentation focusing on 
Emerging Solutions in Pain/RESPECT Meeting topics. After a need has been 
identified, Medical Learning Solutions will coordinate all logistical arrangements 
for the presentation with a trained, available Faculty member. 

Based on the need to educate clinicians in the assessment and treatment of 
chronic pain patients who may be at risk for abuse, addiction and diversion, The 
Emerging Solutions in Pain RESPECT Meeting Series will be accredited by a 
third party CE vendor of our choice. 

The Meeting Series will be accredited for: 

• CME credit for physicians by the Accreditation Council for Continuing 
Medical Education. Each activity will be approved for a maximum of one 
hour of category 1 credit toward the AMA Physician's Recognition 
Award. 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy 
Education. Each activity will be approved for a maximum of 1.0 credit 
hour (0.1 CEU) for Continuing Pharmacy Education 

• CNE credit for nurses. Each activity will be approved for a maximum of 
1.0 Contact Hours. 

The primary audience of The Emerging Solutions in Pain RESPECT Meeting 
Series includes clinicians who provide care to patients with pain. These 
clinicians will include physicians, pharmacists and nurses, but may be extended 
to other clinical and non-clinical members of a multi-disciplinary treatment team, 
such as social workers, case managers, etc. 

The purpose of the RESPECT Meeting Series is to educate clinicians on the key 
tenets of the Emerging Solutions in Pain initiative, focusing on the role of 
appropriate assessment and monitoring techniques, and good practice 
management strategies, in achieving effective interactions between members of 
the treatment team. In addition, other topics may be included, based upon 
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November 28, 2005 

Confidential 

101 Washington Street 
Morrisville, Pennsyl vania 19067 

Phone 215.337 .6100 
Fax 215.337.0960 

Program Summary 

recommendations made by the Emerging Solutions in Pain Faculty Advisory 
Committee. 

A series of live, peer-to-peer activities scheduled in conjunction with local and 
regional association meetings and at hospital or clinic-based grand rounds 
programs throughout the United States. This proposal is for 10 RESPECT 
meetings. 

Course evaluation forms will be required of all participants who seek to receive 
continuing education credit. Medical Learning Solutions will work with the third 
party CE vendor to summarize the information collected from these forms in a 
formal report to evaluate program effectiveness. 

Participants will evaluate the following as excellent, good, fair or poor: 
(1) Overall content 
(2) Faculty teaching effectiveness 
(3) Format 
(4) Audio/visual 

Participants will also respond to the following questions: 
(1) How well did the program achieve its educational objectives? 
(2) Do you feel the program material was useful and practice-oriented? 
(3) Do you feel that the information provided in this educational activity will aid in 

improving patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic options? 
(5) Would you participate in future educational activities? 

Medical Learning Solutions and the third party CE vendor will announce and 
promote The Emerging Solutions in Pain RESPECT Meeting Series primarily 
through arrangement with the local/regional association hosting the meeting; or 
the hospital sponsoring the grand rounds presentation. Medical Learning 
Solutions will also advertise availability of these meetings via advertisement on 
the Emerging Solutions in Pain web site. 

As a supplement to these primary methods, Medical Learning Solutions and the 
third party CE vendor may request the assistance of Cephalon, Inc. in the 
dissemination of information regarding this program to the medical community. 
The content of such information, however, is the responsibility of Medical 
Learning Solutions, and any such distribution will solely be as a supplement to 
MLS' primary methods of announcement and promotion . 

$140,451 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 06-003 

Date: November 28, 2005 

Extension of 2006 Emerging Solutions in Pain RESPECT Meeting Series 
Projected Budget Estimate 

November 28, 2005 

Program Parameters 

Number of regional association symposia 10 

Faculty presenter per activity 1 

Approximate number, health care professional attendees per meeting 30 

Direct mail Invitations to health care professionals 150 

Cost Summary 
One-time only Each group of 1 O 

costs meetings 

Approximate Total , Direct Meeting Series Expenses $ $ 75,725 

Total, Indirect Meeting Series Expenses $ $ 64,726 

Cost of 10-Meeting Extension of 2006 Emerging Solutions in Pain RESPECT Series $ 140,451 
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M·L-S 
101 Washington St, Suite 110 

Morrisville, PA 19067 

Proposal Number: 06-003 

Date: November 28, 2005 

Extension of 2006 Emerging Solutions in Pain RESPECT Meeting Series 

Projected Budget Estimate 
November 28, 2005 

Detailed Budget Itemization 

Direct Meeting Expenses, Approximate 
One-time only Each group of 1 o 

costs meetings 

Direct mail Invitations, mall services, postage $ - $ 4,725 

Personalized invitations to be mailed to every potential participant; includes printing, 

assembly, mail services and postage. Postage estimated at $0.37 per direct mail piece 

Direct mail list purchase $ - $ -

Print materials $ - $ 3,500 

Includes printing of shell materials for adaptation and use in individualized symposia kits tor 

every symposium; kits to include accreditation information, speaker biographical and 

disclosure information, agenda, reference materials and handout materials, where 

appropriate 

Speaker honoraria $ - $ 25,000 

Speaker travel (air, OOP, hotel) $ - $ 12,000 

Ground transportation $ - $ 2,000 

Catering $ - $ 15,000 

Audio/visual services $ - $ 5,000 

Onslte CME coordination $ - $ 7,500 

Shipping/Fed Ex $ $ 1,000 

Approximate Total, Direct Meeting Expenses $ - $ 75,725 

Indirect Meeting Expenses 
One-time only Each group of 1 o 

costs meetings 

Program development $ - $ 

Includes all labor associated with initial program set-up and development, including 

creation of text for print support materials, graphic design, typesetting and layout of all 

support materials, and development and creation of final program appearance 

Medical Services $ - $ 20,000 

Includes all labor associated with content of each symposium, including identification and 

production of resources specific for each region and clinicians in each association; review 

and coordination of content with faculty 

Meeting management $ 18,000 

Includes coordination with association for date of symposium and ail meeting-related 

logistical details; coordination with faculty for dates, travel and ail other program details 

Accreditation of program for CME, CPE, CNE $ - $ -

Continuing Education participant certificates $ 4,500 

Administrative and accounting fees $ - $ 9,458 

Project management $ - $ 12,768 

Total, Indirect Meeting Expenses $ - $ 64,726 
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EDUCATIONAL GRANT DRAFT REQUEST 

The attached material has been reviewed and is approved: 

Payee: Medical Learning Solutions, Inc. 

Amount: $381,901 

Type of Program: Emerging Solutions in Pain Grant Request part C 

Submitted for Review: Novymber 30, 2005 

DEPARTMENT NAME SIGNATURE 

Scientific Communications Rod Hughes 

Medical Affairs Kiumars Vadiei 

Legal & Government Ed Berg 

Return to: Candice McCarthy 35663 - Scientific Communications 

DATE 
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Cephalon. Inc. 

Confidential 

MEDICAL EDUCATION AGREEMENT 
4 l Moores Road 

P O. Bo.,. 4 0 1 l 

Frazer. PA 19355 

As a condition of Cephalon, Inc's contribution of funds to support an independent 
medical education program (with or without CME credits), the Scientific and Educational 
Activity provider agrees to the following terms and conditions: 

This Agreement ("Agreement") is entered into as of December I, 2005 by and 
between Cephalon, Inc. ("Cephalon") and Medical Leaming Solutions ("Provider") 
regarding a medical education program sponsored by Cephalon entitled "Emerging 
Solutions in Pain" Part C with ongoing activities and development throughout calendar 
year 2006. The parties' mutual objectives are to provide a balanced, independent, 
scientifically rigorous program to promote the education of attendees. 

l . Statement of Purpose. This program is for scientific and educational purposes 
only and not to promote any commercial drug products. 

2. Control of Content and Selection of Presenters and Moderators. The provider 
is ultimately responsible for the control of content and selection of presenters and 
moderators. Cephalon or its agents may respond to requests initiated by the provider for 
suggestions of presenters or sources of possible presenters. Cephalon will suggest more 
than one name (if possible); will provide speaker qualifications; will disclose financial or 
other relationships between Cephalon and speaker; and will provide this information in 
writing. Provider will seek suggestions from other sources, and will, in its sole discretion, 
select presenters and moderators. 

3. Disclosure of Financial Relationships. Provider will direct speakers and 
moderators to disclose to the audience commercial support or funding or other significant 
financial relationships between the speakers and moderators and Cephalon and/or any 
other commercial company whose products are pertinent to the content of the 
presentation. Provider will disclose Cephalon's support at this program. 

4. Involvement in Content. There will be no "scripting," emphasis, or influence 
on content by Cephalon or its agents. However, Cephalon may provide technical support 
to speakers, e.g. , furnishing slides or data, upon their request. 

5. Ancillary Promotional Activities. No promotional activities will be permitted 
in the same room as, or in the obligatory path to, the educational activity. No product 
advertisements will be permitted within the program or handouts. 

6. Objectivity and Balance. Provider will advise presenters that data regarding 
Cephalon products (or competing products) are to be objectively selected and presented. 
Provider will provide the opportunity for speakers and the audience to discuss 
information, both favorable and unfavorable, about the product(s) and/or alternative 
treatments. 

!:\Scientific Communications\CME\Pain Medicine CME\LOAs\LOA ESP Part C MLS 2006.doc 
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7. Limitations of Data. Provider will request the speakers, to the extent possible, 

to disclose limits on the data, e.g., that it involves ongoing research, interim analyses, 

preliminary data, or unsupported opinion. 

8. Discussion of Unapproved Uses. Provider will request that presenters disclose 
when a product is not approved in the United States for the use under discussion. 

9. ACTIQ Risk Management Program. Provider is aware that ACTIQ® (oral 

transmucosal fentanyl citrate) [C-II] was approved subject to a Risk Management 
Program (RMP). The RMP includes key safety messages that are essential to the safe use 
of this product. They are: 

• ACTIQ is indicated only for the management of breakthrough cancer pain in 
patients with malignancies who are already receiving and who are tolerant to 

opioid therapy for their underlying persistent cancer pain. 

• ACTIQ is contraindicated in the management of acute or postoperative pain, 
because life-threatening hypoventilation could occur at any dose in patients not 
taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 

• Patients considered opioid tolerant are those who are taking at least 60 mg 
Morphine/day, 50 mcg transdermal fentanyl/hour, or an equianalgesic dose of 
another opioid for a week or longer. 

• Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep all units 
from children and discard properly. 

• ACTIQ is intended to be used only in the care of cancer patients and only by 
oncologists and pain specialists who are knowledgeable of and skilled in the use 
of Schedule II opioids to treat cancer pain. 

10. Opportunity for Debate. Provider will ensure opportunities for questioning by 
attendees and scientific debate with and between presenters. 

11. Independence of Provider in the Use of Contributed Funds. 

(a) funds should be in the form of an educational grant made payable to the 
provider organization. 

(b) Provider must be advised of all other support by Cephalon of the CME 
activity (e.g., distributing brochures, preparing slides). If Provider disapproves of this 
activity, it shall promptly notify Cephalon. 

(c) no other funds from Cephalon will be paid to the program director, faculty, 
or others involved with this CME activity, e.g., additional honoraria. 

12. General. 
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(a) Cephalon agrees to abide by all requirements of the ACCME Standards for 

Commercial Support of Continuing Medical Education, and acknowledges receipt of a 

copy of those standards. 

(b) Provider agrees to: (1) abide by the ACCME Standards for Commercial 

Support of Continuing Medical Education; (2) acknowledge educational support from 

Cephalon in program brochures, syllabi, and other program materials; and (3) upon 
request, furnish Cephalon with a report concerning the expenditure of the funds provided 

by Cephalon. 

IN WITNESS WHEREOF, the parties hereto have executed this Agreement as of 

the day and year first above written. 

Medical Learning Solutions, Inc. CEPHALON, INC. 

By~ 
Narm::dHughes, PhD 
Title: Vice President Scientific Communications 

APPROVED 

\r~ 
LEGAL DEPT 
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41 Moores1 Road · · 

Frazer, __ P,A 19355'."3021 , , 

FAX (610) 738-6311 

•.~ ! . } ~'/,t :~tct f i-1 .'-.,c'i-h i-'••"'·'' !· 

r • Show this Purchase Ordar Number 

on aH correspondence, invoices, 

shipping papers and packages. 

PURCHASE ORDER 

No. 011639) 
NOT VALID UNTIL A NUMBER IS ASSIGNED! 

DIRECT ALL INVOICES TO ACCOUNTS PAYABLE DEPARTMENT DATE: Dec. 9, 2005 DUE DATE: Dec. 9, 2005 

TO: Medical Learning Solutions, Inc. 

101 Washington Street 

Suite 110 
Morrisville, PA 19067 

Attn: Sheri Gavinski, President 

FAX 800-329-9755 

' ORDER PROCESSOR DATE ORDERED 

1. Please send one copy cl your invoice. 

2. Order is to be entered in accordance INith prices, delivery and specifications shown above. 

3. Notify us immediately if you are unable to ship as specified. 

Confidential 

SHIP TO: Cephalon, Inc. 

145 Brandywine Parkway 

West Chester, PA 19380 

Mary Ann Berlin 

SHIP VIA 
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Bill To 

Cephalon, Inc. 
41 Moores Road 
Frazer, PA 19355 
Attn: Ed Hoey 

Quantity 

Medical Learning Solutions 
101 Washington Street 
Morrisville, PA 19067 

P.O. No. 

o rilo3~ 

Description 

FirstThird Billing of Emerging Solutions in Pain 

Program 2006 (grant) Part C 

Federal Tax ID 90-0135153 

Thank you! 

Confidential 

Submitted 
A/P•...------,,----. 

Date Invoice # 

2/10/2006 1318A 

Terms Project 

UPON RECEIPT Cephalon 

Rate Amount 

127,300.00 127,300.00 

Total $127,300.00 

TEVA MDL A 01855578 - - -
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New Vendor Authorization 
This fonn must be completed for all new vendors. Contact Accounts Payable I Purchasing to determine if this is a new vendor. 

Complete Vendor Contact Information, Vendor "Remit-To" information (if different from Vendor Contact Information), and Approval information. 

Obtain completed Form W-9, Request for Taxpayer Identification Number and Certification, from vendor. 

Submit to Accounts Payable completed New Vendor Authorization Form, completed Form W-9, and purchase order, invoice, check request, wire 

.transfer request. Payments to new vendors cannot be processed without this information. 

Vendor Contact Information 

This section must be completed 

Vendor Name 

Medical Learning Solutions, Inc. 

Street Address 

101 Washington Street 

Suite 110 

City State 

Morrisville PA 

Contact name 

Sheri Gavinski, President 

Contact Phone # Contact Fax # 

800-329-9755 

Confidential 

Zip 

19067 

Vendor "Remit-To" Information 

Complete if payment address differs from Vendor Contact Information 

Vendor Name 

Remit Address 

City State Zip 

A 

Initiated by Mary n Berlin 

Approved by 

RodJ H 
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Form W-i ,. 
(Rev. November 20C II 
Dopanment r:,f 1he T~ 
lntomal -.ue Servioe 

Request for Taxpayer 
Identification Number and Certification 

Give fonn to the 
requester. Do not 
send to the IRS. 

N Name (as shown on yoUt" income tax. return) 

& ROI Media Group, Inc. 
~ Business name, if different from above 

~ Medical Learning Solutions, Inc. 

~ __ o D Individual/ !JI Corporatl O P h" 0 Other ► !JI Exempt from backup 
l!Ll withholding ~~ I 

-::- u Check appropnate box: Sole proprietor = on artners 1p . .• _ . _ .. .... _ .. .• 

-.!:
0£~---- ------------------------~------~---------

;! Address (m.rnber, street, and apt. or suite no.) Requester's mn1e and address (optional} 

~~~1_0_1_w_a_s_h_in_g~t_o_n_S_~_e_e_t ___________________ -i 

~ City, state, and ZF' code 

g_ Morrisville, PA 19067 
a,1--------------------- ---------~---- ------------l List account number(sJ here (optional) 

Taxoayer Identification Number (TIN) 

Enter your TIN in the appropriate box. The TIN provided must match the name given on line 1 to avoid 

backup withholding. For individuals, this is your social security number (SSN). However, for a resident 

alien, sole proprietor, or disregarded entity, see the Part I instructions on page 3. For other entities, it is 

your- employer identification number (EIN). If you do not have a number, see How to get a TIN on page 3. 

1 

Social _ity number 

I I + I ± I 
or 

Note. If the account is in more than one name, see the chart on page 4 for guidelines on whose Employer identification number 

900135153 number to enter. 

Certification 

Under penalties of perjury, I certify that: 

1. The number shown on this form is my correct taxpayer identification number (or I am waiting for a number to be issued to me), and 

2. I am not subject to backup withholding because: (a) I am exempt from backup withholding, or (b) I have not been notified by the Internal 

Revenue Servioe {IRS) that I am suqect to backup withholding as a result of a failure to report all interest or dividends. or (c) the IRS has 

notified me that I am no longer subject to backup withholding, and 

3. I am a U .S. person Qnduding a U.S. resident alien). 

Certification Instructions. You must cross out item 2 above if you have been notified by the IRS that you are currently subject to backup 

withholding because you have failed to report all interest and dividends on your tax return. For real estate transactions, item 2 does not apply. 

For mortgage interest paid, acquisition or abandonment of secured property, cancellation of debt, contributions to an individual retirement 

arrangement ~RA), and generally, payments other than interest and dividends, you are not required to sign the Certification, but you must 

provide your correct TIN. (See the instruc: ·ons on p 4.) 

Sign 
Here 

S ignature of 

U.S. person ► 

Purpose of Form 
A person who is required to file an information return with the 
IRS, must obtain your correct taxpayer identification number 

(TIN) to report, for example, income paid to you, real estate 
transactions, mortgage Interest you paid, acquisition or 
abandonment of secured property, cancellation of debt, or 
conbibutions you made to an IRA. 

U.S. person. Use Form W-9 only if you are a U.S. person 
Qncluding a resident alien), to provide your correct TIN to the 
person requesting it {the requester) and, when applicable, to: 

1 . Certify that the TIN you are giving is correct (or you are 
waiting for a number to be issued), 

2. Certify that you am not subject to backup withholding, or 

3. Claim exemption from backup withholding if you are a 
U.S. exempt payee. 

In 3 above, if applicable, you are also certifying that as a 

U.S. person, your allocable share of any partnership income 
from a U.S. trade or business is not subject to the 
withholding tax on foreign partners' share of effectively 
connected income. 

Not . If a requester gives you a form other than Form W-9 to 
request your TIN, you must use the requester's form if it is 
substantiaHy similar to this Form W-9. 

For federal tax purposes, you are considered a person if you 

are: 

Date ► 

• An individual who is a citizen or resident of the United 
States, 

• A partnership, corporation, company, or association 
created or organized in the United States or under the laws 
of the United States, or 

• Any estate (other than a foreign estate) or trust. See 
Regulations sections 301.7701-6(a) and 7(a) for additional 
information. 

Special rules for partnerships.. Partnerships that conduct a 
trade or business in the United States are generally required 
to pay a withholding tax on any foreign partners' share of 

income from such business. Further, in certain cases where a 
Form W-9 has not been received, a partnership is required to 
presume that a partner is a foreign person, and pay the 
withholding tax. Therefore, if you are a U.S. person that is a 

partner in a partnership conducting a trade or business in the 
United States, provide Form W-9 to the partnership to 
establish your U.S. status and avoid withholding on your 
share of partnership income. 

The person who gives Form W-9 to the partnership for 
purposes of establishing its U.S. status and avoiding 
withholding on its allocable share of net income from the 
partnership conducting a trade or business in the United 
States is in the following cases: 

• The U.S. owner of a disregarded entity and not the entity, 

Cat. No. 10231X Form W-9 (Rev. 11-2005! 
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www.cephalon.com 

INDEPENDENT EDUCATIONAL PROGRAM ("IEP") GRANT AGREEMENT 

Gll72Y 
Cephalon, Inc. 

41 Moores Road 

PO. Box 401 I 
Fra zer. PA I 9355 

Phone 610-344-0200 
Fa, 6 i 0 -34-1-0065 

This Agreement is entered into as of this 20th day of November, 200§ by and 
between Cephalon ("Cephalon"), located at 41 Moores Road, Post Office Box 4011, 
Frazer, PA 19355, and Medical Leaming Solutions, Inc. ("IEP Provider") located at 101 
Washington Street Morrsiville, PA 19067 and MediCom Worldwide, Inc. ("Educational 
Partner") located at 101 Washington Street, Morrsiville, PA 19067. 

WHEREAS, Cephalon has reviewed IEP Provider's grant request to support a 
medical education program ("Program"); and 

WHEREAS, Cephalon has determined that the Program has the potential to 
significantly further medical knowledge and improve patient care; and 

WHEREAS, it is the intent of the parties to ensure that the Program will be 
independent, objective, balanced and scientifically rigorous, so that it will not be viewed 
by the United States Food and Drug Administration ("FDA") as promotional and that 
Cephalon will not be viewed as responsible for its content; and 

WHEREAS, Cephalon agrees to provide funding for the Program under the 
conditions set forth below. 

NOW THEREFORE, IEP Provider and Cephalon agree to the following terms 
under this Agreement: 

1. Title of Program. The IEP is entitled, Emerging Solutions in Pain Toolkit and 
2007 Initiatives and a copy of the grant request for the Program is attached 
hereto as Exhibit A. 

2. Type of Program. The Program is: 

~ accredited {e.g., continuing medical education or "CME"); or 
_ an independent program where CE credits will not be offered. 

3. IEP Provider. The IEP Provider is the following type of entity: 

_ Accredited continuing medical education provider 
_ University/Hospital 
_ Professional Organization 
_JL Medical Education Company 

4. Educational Partner. The IEP Provider _lL shall _ shall not use a third party 
that will provide assistance in support of the Program ("Educational Partner"). 
The name of the Educational Partner is MediCom Worldwide, Inc. 
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5. Educational Components. The expected components of the Program (e.g., 
number of live meetings, CD ROM, web-based, etc.) are as follows: 

(a) Series of Eight (8) Print Monographs Published in Practical Pain 
Management Journal; 

(b) A Series of Live Events (Major conference satellite symposia, regional 
pain conferences, etc.): 

6. Program Purpose. The Program is for scientific and educational purposes only 
and is not intended to promote a Cephalon product directly or indirectly. The 
Program is not a repeat performance of a prior program. 

7. Grant Amount Funding Arrangements. 

(a) Cephalon will provide support for the Program by means of an 
educational grant in the total amount of $2,064.510, as set forth in the 
Budget attached hereto, or a pro rata amount based on the actual work 
performed and expenses incurred by IEP Provider, in accordance with the 
Budget. Payment of the grant shall be made in accordance with a 
schedule agreed to by the parties. All payments due hereunder shall be 
made by Cephalon within forty-five (45) days of its receipt of an invoice 
for same, provided IEP Provider is in compliance with the terms of this 
Agreement. The parties acknowledge and agree that $1,051,180 of the 
total Budget is based on estimated out-of-pocket expenses, as identified 
in the Budget. 

(b) Within thirty (30) days of completion of the Program, IEP Provider shall 
provide Cephalon with a detailed reconciliation of actual out-of-pocket 
expenses incurred, and to the extent Cephalon has overpaid IEP Provider 
for same, IEP Provider shall provide a refund to Cephalon within thirty 
(30) days thereafter. Such detailed reconciliation shall be forwarded to 
Cephalon at the address above to the attention of Rod J Hughes, Ph.D., 
Vice President, Scientific Communications. 

(c) IEP Provider may not use funds provided by Cephalon to pay travel, 
lodging, honoraria or personal expenses for non-faculty attendees. Grant 
funds may be used to reduce the overall registration fees for attendees. 
Grant funds may not be used to purchase capital equipment or to provide 
general operational support for an institution. Funds for hospitality shall 
not be provided except that funds may be used for modest meals or 
receptions that are held as part of the Program, but such events shall not 
compete with nor take precedence over educational events. The 
appropriateness of any reception shall be at the sole discretion of the IEP 
Provider, and IEP Provider shall have final decision making authority in 
connection with any such activities. 

(d) Funds may be used by the IEP Provider to permit medical students, 
residents, fellows or other health care professionals in training to travel to 

,. 
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and attend the Program; provided, however, that the selection of such 
students, residents or fellows who receive funds is made by either the 
academic or training institution or, if by the IEP Provider, such selection 
shall be made with the full concurrence of the academic or training 
institution. 

( e) In accordance with the Accreditation Council for Continuing Medical 
Education ("ACCME") Standards and to assist Cephalon in complying 
with its internal auditing procedures, IEP Provider agrees to verify the 
manner in which the grant is used. Accordingly, within thirty (30) days 
following a request from Cephalon, IEP Provider shall provide to 
Cephalon: 

i. A written statement verifying that the Program occurred, and 
ii. An itemized list of expenditures supported by the grant. 

8. Objectivity and Balance. IEP Provider shall retain full responsibility for control of 
the content of the Program and shall ensure that the following requirements are 
met: 

(a) The Program material/information will be objective, balanced and free 
from commercial bias. All topics shall be treated in an impartial, unbiased 
manner. All discussions shall include a range of views about each class 
of drug and disease treatment options. Information shall not unfairly 
represent a spectrum of views favoring a product or class of products 
marketed by Cephalon or any other company. The title of the Program 
will fairly and accurately represent the scope of the presentation. 

(b) IEP Provider agrees that neither Cephalon nor its agents shall control the 
content of the Program. IEP Provider agrees that there will be no 
scripting, targeting of points for emphasis, or other activities by Cephalon 
or its agents that are designed to influence the content of the Program. If 
requested in writing by the IEP Provider, medical/scientific 
representatives from Cephalon may attend content development 
meetings or other planning meetings, for the purpose of addressing any 
scientific inaccuracies they observe. Personnel from Cephalon must not 
discuss or in any way attempt to control (either during the meeting or at 
breaks or meals}, the content of the program. An appropriate 
medical/scientific representative from Cephalon may provide a 
presentation at a content development meeting at the request of the 
provider, or may respond to specific questions at such meeting regarding 
the results of a Cephalon~sponsored research study, provided the 
information presented conforms to the generally accepted standards of 
experimental design, data collection and analysis, and provided any 
presentation is accompanied by a detailed outline of the presentation, 
which can be used by the IEP Provider/Educational Partner to confirm the 
scientific objectivity of the presentation. 
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(c) If the IEP Provider, in its sole discretion, requests a Cephalon medical 
representative to review the Program for medical accuracy and 
completeness, Cephalon will comply with such request. The parties 
acknowledge there is no obligation or any condition requiring IEP 
Provider to make such a request. Any such request must be made after 
the Program materials are fully developed and such request must be 
made by the IEP Provider only to a Cephalon medical representative that 
has responsibility for the therapeutic area that will be covered by the 
Program. IEP Provider will not ask any marketing or sales 
representatives at Cephalon to comment on the material. All final 
decisions regarding whether to modify the material based on any 
comments provided by the Cephalon medical representative shall be in 
the sole discretion of IEP Provider. 

(d) If a product marketed by Cephalon is the subject of discussion, the data 
will be objectively selected and presented, with an accurate reflection of 
favorable and unfavorable information about the product and shall also 
include a balanced discussion of prevailing information on alternative 
products and /or therapies. 

(e) Any suggestions of superiority of one product or treatment over another 
will be supported by the body of available data, and will not result from 
selective presentation or emphasis on data favorable to particular 
treatment. 

(f) IEP Provider represents that neither it nor the Educational Partner (if any) 
has either an open complaint or decision from the ACCME or the Food 
and Drug Administration that a program provided by the IEP Provider or 
the Educational Partner failed to meet standards of independence, 
balance, objectivity, or scientific rigor. 

9. Risk Minimization Action Plan. Cephalon provides the following Risk 
Minimization Action Plan ("RiskMAP") information to all IEP Providers. Neither 
Cephalon nor its agents shall influence or control whether a product marketed by 
Cephalon is the subject of discussion. A RiskMAP is a strategic safety program 
designed to meet specific goals and objectives in minimizing known risks of a 
product while preserving its benefits. Any product marketed by Cephalon that is 
approved with a RiskMAP, and the key safety-related health outcomes outlined in 
that RiskMAP, are listed in Exhibit 8. IEP Provider agrees that it is aware of the 
RiskMAP(s) and the key safety messages. 

10. Faculty Selection. IEP Provider shall retain full responsibility for the selection of 
the presenters, authors, moderators, and/or other faculty (hereinafter referred to 
collectively as "Faculty"). Cephalon, through its Scientific Communications 
Department, may respond only to IEP Provider-initiated, written requests (or 
requests from the Educational Partner) for suggestions of Faculty or sources of 
possible Faculty. In response to such requests at least three (3) names will be 
suggested (if possible) for each open position and this information will be 
provided in writing. IEP Provider will record the role of Cephalon in suggesting 
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Faculty; will seek suggestions from other sources; and will make its selection of 
Faculty based on objective criteria. IEP Provider shall not be obligated to 
request or accept such assistance from Cephalon or its agents as a condition of 
receiving the educational grant hereunder. 

11. Disclosures. IEP Provider will ensure meaningful disclosure of limitations of data 
(e.g., ongoing research, interim analyses, preliminary data, or unsupported 
opinion). IEP Provider will require that Faculty disclose when a product is not 
approved in the United States for the use under discussion. 

12. Question and Answer Session. To the extent the Program is a presentation, IEP 
Provider will ensure meaningful opportunities for questioning by the audience. 

13. Financial Relationships. IEP Provider will ensure meaningful disclosure to the 
audience of Cephalon funding and any significant relationship between individual 
Faculty and Cephalon. All meaningful disclosure(s) shall also be made in any 
written materials, including but not limited to announcements, brochures, syllabi 
and enduring material. Disclosures shall not mention product trade names. 

14. Metrics/Copies of Program Material. 

(a) IEP Provider and/or Educational Partner shall provide certain outcome 
measurements and metrics to Cephalon as requested by the Scientific 
Communications Department. Such metrics shall be provided either after 
the conclusion of a single live event or monthly for a year-long accredited 
program and may at Cephalon's request include the number of program 
participants, number of certifications, assessment of the program and 
faculty, and demonstration of learning by program participants. 

(b) After the Program has occurred, IEP Provider shall provide Cephalon with 
_5_copies of all Program materials in CD ROM or electronic format and 
...lQ_copies in print format. 

15. Representations and Warranties. IEP Provider represents that: 

(a) Neither it nor the Educational Partner, if any, provides marketing, 
advertising, public relations, market research, medical education services 
or other consulting services (e.g., support for advisory boards) to any 
other department within Cephalon ("Marketing Activities"); 

(b) If IEP Provider or the Educational Partner has an affiliated company that 
provides Marketing Activities to Cephalon, IEP Provider has instituted 
appropriate controls and safeguards to ensure the Program (i) remains 
independent. objective, balanced and scientifically rigorous, (ii) is not 
intended to promote a Cephalon product directly or indirectly, and (iii) is 
not in any way biased due to the affliated company's relationship with 
Cephalon; 

... ---- - ---- ---

TEVA_AAMD_00861373 

P-29481 _ 00276



07300G.6

CONFIDENTIAL 

(c) IEP has determined that it is appropriate to use the Educational Partner in 
light of the requirements under this Agreement; and 

(d) If IEP Provider or its Educational Partner employs a former Cephalon 
employee who worked at Cephalon anytime during the most recent year 
and who had marketing responsibility in the therapeutic area that will be 
covered by the Program, then that former employee will not have any role 
in the planning, development or delivery of the Program. 

16. Invitations/Enduring Materials. The Program audience will be selected by the 
IEP Provider. The IEP Provider shall be responsible for distributing materials 
about the Program, including invitations, reminder notices, and business reply 
cards that can be used by third parties to obtain any enduring Program material 
from the IEP Provider. Notwithstanding the foregoing, IEP Provider hereby 
authorizes Cephalon to distribute a subset of Program invitations/reminder 
notices that have been prepared or approved by the IEP Provider. 
Notwithstanding the foregoing, IEP Provider hereby authorizes and requires 
Cephalon to distribute a subset of business reply cards that can be used by third 
parties to obtain the enduring Program material from the IEP Provider. The 
business reply cards must be developed or approved by the IEP Provider.] 

17. Ancillary Promotional Activities. To the extent the Program is a live presentation, 
no promotional activities or product advertisements will be permitted in the same 
room as or in an obligate path to the Program. If the Program is a teleconference 
or webcast, no product advertisements or promotional activities will be permitted 
immediately prior to, during, or immediately after the delivery of the Program. If 
the Program is in print format. no product advertisements or promotional 
materials will be interleafed within the pages of the Program. If the Program is 
made available electronically, no product advertisements or promotional 
materials will appear within the Program material or interleaved between 
computer windows or screens of the Program 

18. Compliance with Guidelines. IEP Provider represents that the Program, 
including development of the Program and Program materials, shall conform to 
the American Medical Association (" AMA") Guidelines on Gifts to Physicians, the 
AMA Ethical Opinion on Continuing Medical Education, the ACCME Standards 
for Commercial Support, the FDA December 3, 1997 Final Guidance for Industry
Supported Scientific and Educational Activities, and the Pharmaceutical 
Research and Manufacturers Association ("PhRMA") Code on Interactions with 
Healthcare Professionals. 

19. Logistical Status Reports. IEP Provider and/or Educational Partner shall provide 
periodic reports to Cephalon regarding the management and logistics of program 
components. 
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20. Miscellaneous. 

(a) No party shall use the other party's or its affiliates' name or trademarks for 
publicity or advertising purposes, except with the prior written consent of 
the other party. 

(b) IEP Provider agrees to obtain all consents, authorizations, approvals and 
releases that may be necessary for the production of the Program and of 
any written materials prepared in connection therewith. IEP Provider 
agrees to indemnify Cephalon with respect to any claims, actions or 
demands, including reasonable attorneys' fees that may arise in any 
manner out of IEP Provider's failure to secure such consents, 
authorizations, approvals or releases. 

(c) No term, condition or other provision of any attachment or addendum to 
this Agreement shall supersede any term, condition or other provision of 
this Agreement and with respect to any inconsistency or ambiguity, the 
Agreement shall control. 
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IN WITNESS WHEREOF, the parties, by their duly authorized representatives, 
agree to comply with all the terms and conditions of this Agreement. 

MEDICAL LEARNING SOLUTIONS, INC. 

B~~J)fio;/L~. 
N'Cski · l . GtNJnsk · 
Title: lresidt,td 
The above signatory is a duly authorized 
corporate officer of the IEP Provider. 

Date: /.2-'7-ob 
Tax ID#: 9&- 0/36/6 3 

MEDICOM WORLDWIDE, INC. 

B \ --~ y: '-..... . -

Nam~ 

Title: b lxULvb1vc D nL,c;/-f'r' , 
The above signatory is a duly authorized 
corporate officer of the Educational Partner. 

Date: / J... / ~ / O )o 
TaxlD#: J.s-30b'3t~'if 

CEPHALON, INC. 

By:~ 
Name:od:I.H:ghes, Ph.D. 

Title: Vice President, Scientific Communications 

Date: 

APPROVED 

L1lf 
LEGAL DEPT 
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October 25, 2006 

Bhaval Shah-Bell, PhD 
Cephalon, Inc. 
41 Moores Road 
Frazer, PA 19355 

Dear Or. Shah-Bell: 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215-337.6100 
Fax 215337.0960 

Medical Learning Solutions, Inc. has recently completed a comprehensive needs assessment to 
identify the educational needs of clinicians who provide care to patients with chronic pain. This 
needs assessment was compiled from the following sources: 

• Evaluation summaries of completed and ongoing 2006 Emerging Solutions in Pain 
programs and activities 

• Clinical advisory review 
• Survey of health care professionals, including participants in completed and ongoing 

2006 Emerging Solutions in Pain programs 
• Literature search 

Based on the identified educational need, Medical Learning Solutions is requesting an 
educational grant from Cephalon, Inc. to support the continuation and further development of the 
Emerging Solutions in Pain, or ESP, initiatives. This will include the continuation of selected 
ESP programs instituted in 2006, as well as the development and implementation of a diverse 
series of new activities designed to further increase the knowledge and practice management 
skills of those clinicians who provide care to patients with chronic pain. The ESP initiatives will 
continue to focus on balancing the clinical need to provide adequate analgesia to patients with 
chronic pain with the legal and societal need to monitor for potential issues of abuse, addiction 
and diversion of controlled substances. 

These activities will be designed and planned as follows: 

• Web-Associated Tactics: Maintenance of Current Functionality 
• New Web Site Activities and Functionality 
• New Content Development 

o Seven Instruments of Assessment for All Pain Patients 
o Case Vignette Series 
o How to Read a Urine Drug Testing 
o Pain and Addiction 101 
o Urine Drug Testing Consensus Document 
o Sample Patient File 

• Print-based Tactics 
o Practical Pain Management Monograph Series 
o 2006 Monograph Collection 

• Emerging Solutions in Pain Exhibit Booth 
• Audience Expansion Tactics 

o ESP Scholarship Fund 
o Electronic Journal Club 

• ESP Marketing Campaign 
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IO I Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

The budget to fund these activities is approximately $2,064,510. Please refer to the detailed 
budget section of this proposal for complete grant funding proposals. These scientific events will 
comply with all ACCME, FDA, AMA, and ACPE regulations for industry-supported professional 
continuing education. 

MLS will work with MediCom Worldwide, Inc., a third party CE vendor, in the planning, execution 
and development of the accredited activities associated with the ESP initiatives. MediCom 
Worldwide is accredited by the Accreditation Council for Continu ing Medical Education to provide 
continuing medical education for physicians and is approved by the Accreditation Council for 
Pharmacy Education to provide pharmacy continuing education, as well as an approved provider 
of nursing continuing education through the California State Board of Registered Nursing. 

Thank you in advance for your consideration of this request. 

Respectfully, 

Sheri L. Gavinski 
President, 
Medical Learning Solutions, Inc. 
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Program Overview: The 2006 Emerging Solutions in Pain Initiative 

Emerging Solutions in Pain (ESP is an enduring and dynamic disease awareness and continuing 
education initiative focused on providing relevant practice-based tools, information and resources to 
healthcare clinicians who utilize opioids in their pain management practices. ESP is developed by 
clinicians for physicians, pharmacists, nurses and other healthcare professionals who are active in the 
field of pain management. The initiative is designed with regard to adult learning principles, and content 
is offered using a blended learning approach. The ESP initiatives ensure that clinicians are able to 
experience educational activities and tools through a diverse array of program types and formats, thereby 
increasing interest and retention of key learning objectives and educational messages. The ESP 
initiative, which was launched in February of 2005, was created specifically to address the issues and 
critical unmet needs in the field of pain management. 

MISSION 

The mission of Emerging Solutions in Pain is to address some of the most critical issues in pain 
management today. These issues involve balancing the fundamental rights of patients and clinicians with 
the challenge of identifying patients who are at greater or lesser risk for opioid misuse, abuse and 
addiction, and with the challenges associated with the complex regulations involved in prescribing 
controlled substances. Through the expertise of a cadre of leading pain and addiction medicine experts, 
the ESP program will provide clinicians with guidance in the implementation of good practice 
management techniques, emphasizing favorable interaction with regulatory and law enforcement 
agencies, as well as effective assessment, monitoring and documentation strategies, which will contribute 
to the overall goal of optimizing outcomes for their patients with pain. 

OVERALL EDUCATIONAL OBJECTIVE 

One of the ways these challenges can be met is through the continuance of educational programs that 
focus on pain management in general, and, specifically, the effective use of opioids in patients with 
chronic pain. The goal of such programs must be to support clinicians in improving patient care while 
reducing the potential for abuse, addiction, diversion, and medical regulatory/malpractice liability 
exposures arising from poor pain management practices, and with the challenges associated with the 
complex regulations involved in prescribing controlled substances. 

INTENDED AUDIENCE 

The primary audience of the Emerging Solutions in Pain initiatives are physicians, pharmacists, nurses 
and other allied health care professionals who provide care to patients with chronic pain. 

ADVISORS 

The ESP initiative is based upon ongoing input and expertise from a renowned group of clinical experts 
with backgrounds in pain management, addiction medicine, anesthesiology and neurology. These 
experts include those individuals listed in Exhibit 4, below. Based on input from these experts, the 
Emerging Solutions in Pain initiative was dedicated to the development, production and dissemination of 
information and tools focused on assessment, monitoring and best practices for treating patients with 
opioids. These experts also provided extensive guidance and input in terms of the most effective 
methods for delivering this information to practicing clinicians. 
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Program Overview: The 2006 Emerging Solutions in Pain Initiative 

Exhibit 4a: The Emerging Solutions in Pain Faculty Advisory Board 

Daniel Bennett, MD 
Private Practice, Pain Management 
Westminster, CO 

Daniel Brookoff, MD 
Private Practice, Pain Management 
Westminster, CO 

David B. Brushwood, RPh, JD 
Professor, Pharmacy Health Care Admin 
University of Florida 
Gainesville, FL 

Doug Gourlay, MD 
The Wasser Pain Management Centre 
Mount Sinai Hospital 
Toronto, Ontario, Canada 

Jeffrey A. Gudin, MD 
Clinical Director, Pain Management Center 
Englewood Hospital and Medical Center 
Englewood, NJ 

Howard A. Heit, MD, FACP, FA SAM 
Assistant Clinical Professor of Medicine, 
Georgetown University School of Medicine 
Washington, DC 
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David Joranson, MSW 
Pain and Policy Studies Group 
University of Wisconsin 
Madison, WI 

Christine Miaskowski, RN, PhD 
Department of Physiological Nursing 
University of California 
San Francisco, CA 

Steven D. Passik, PhD 
Associate Professor 
Memorial Sloan Kettering Cancer Center 
New York, NY 

Joseph Shurman, MD 
Anesthesiologist and Pain Consultant 
Scripps Memorial Hospital 
La Jolla, CA 

Steve Stanos, DO 
Rehabilitative Institute of Chicago 
Chicago, IL 

Jennifer Strickland, PharmD 
Private Practice, Pain Management 
Lakeland, FL 

Lynn R. Webster, MD, FACPM, FASAM 
Alpine Pain and Addiction Medicine 
Salt Lake City, UT 
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Program Overview: The 2006 Emerging Solutions in Pain Initiative 

Exhibit 4b: Other Contributing Faculty to the Emerging Solutions in Pain Initiatives 

Gerald M. Aronoff, MD, DABPM, FAAEP 
Fernando T. Avila, MD 
Jennifer Bolen, JD 
Chester C. Buckenmaier, MD 
Andrea Cheville, MD 
Candance Coggins, MS, MA, CARN, NP 
Peggy Compton, RN, PhD 
Doris Cope, MD 
Lara Dhingra, PhD 

EmergingSolutionsinPain.com 

Daniel M. Gruener, MO 
April Hazard-Vallerand, RN, PhD 
Jayson Hymes, MD, MPH, FACPM 
Benjamin Johnson, Jr, MD 
Bill McCarberg, MD 
Rafael Miguel, MO 
Michael Moskowitz, MD, MPH 
Richard Payne, MD 

The core educational component of this initiative is the ESP web site www.EmergingSolutionsinPain.com, 
which offers the latest educational disease awareness information in the field of pain management. The 
web site provides health care professionals with an extensive array of tools for assessing the potential for 
misuse. abuse and addiction in their patients with chronic pain, for monitoring their pain patients, and for 
accessing information regarding "best practices· in the long-term management of these patients. 

The Tool Kit (also available as a CD-ROM) is the primary foundation of the web site and is a collection of 
slide/audio presentations and downloadable printer-friendly practical, educational tools and resources for 
use in clinical practice. It is an extensive array of clinical tools that may be used: to effectively assess a 
patient's pain as well as their potential for opioid misuse, abuse, and addiction; to monitor the patient who 
is prescribed opioids; and to implement best practices in the management of patients with chronic pain . 
The Emerging Solutions in Pain Tool Kit CD-Rom received the highest honor, a Gold Davey Award, in the 
Interactive Multimedia - Education (academic) category from the International Academy of the Visual Arts 
in 2005. 

Registered members of EmergingSolutionsinPain.com also have access to monthly expert clinical 
commentaries daily updates of news articles and headlines, online CE•accredited programs with printable 
certificates upon completion, video and slide/audio case studies, relevant literature and journal articles, a 
multimedia library of video clips and FAQs, and other diverse resources. The site also lists a schedule of 
upcoming events such as the Meet the Expert Booth and online registration for live peer-to-peer meetings 
that are part of the Emerging Solutions in Pain initiative is available when applicable. During 2006 the 
following content was added to the ESP website: 

• 24 abstracts of medical journal articles relevant to the ESP initiative posted to the "In the Know" 
section from 18 different source journals 

• 9 clinical commentaries 

• 10 online case studies posted to "CE Activities· section 

• 8 on line monographs in pdf format with online evaluation and printable CE certificate 

• 5 downloadable podcasts posted to "Multimedia library" 

• 29 video FAQs posted to "Test Your Knowledge" section 

• 12 live events listed posted on the "Meetings and Events" section 

• 10 new links add to the "Resources· section of the website with reciprocal links on other pain or 
healthcare association web sites 
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Program Overview: The 2006 Emerging Solutions in Pain Initiative 

In addition, members are required to register prior to accessing the fundamental Emerging Solutions in 
Pain resources and tools. This enables tracking of information pertaining to member specialty and Tool 
use, and provides a method for updating site users with information regarding new programs and tools as 
they become available. As of October 2, 2006, membership at ESP.com increased 325%, for a total of 
2,001 clinician members. 

Exhibit 5: The Emerging Solutions in Pain Home Page 

-.. - . ·- -
. ,: .--; . -~ ·- .... - ,\' 

Since the launch of the Emerging Solutions in Pain website in February, 2005, almost 1.9 million hits to 
the site has resulted in more than 112 Gigabytes of information being downloaded directly from the ESP 
site to practicing clinicians; more than 198 Megabytes of information is downloaded daily. Exhibit 6 
demonstrates the trend of recent activity on the Emerging Solutions in Pain website, in terms of visitor hits 
and sessions over time. An individual visitor defines a "session· as a series of clicks on ESP during a 
specific period of time; a session is initiated when the visitor arrives at ESP, and it ends when the browser 
is closed or after a period of inactivity. An average web-user session lasts approximately 3 minutes, the 
average ESP session is nearly 6 minutes. In addition, the significant number of monthly sessions is not 
surprising, given the many diverse tools available to practicing clinicians, both as printable documents 
and as electronic downloads. · 

Exhibit 6: Emerging Solutions in Pain Web Site Outcomes 
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Program Overview: The 2006 Emerging Solutions in Pain Initiative 

MEET THE EXPERTS EJ<HtBIT BOOTH 

The exhibit booth is an informational and interactive display for educating clinicians in the Emerging 
Solutions in Pain initiatives at national congresses and association meetings. In 2006, Medical Leaming 
Solutions tailored Booth activities to the size and specific purpose of the congress or association. Thus, 
at larger meetings, the full Meet the Expert Booth will be utilized, while a smaller Emerging Solutions in 
Pain Booth is displayed at smaller congress and association meetings. 

Functionality for the full-size Meet the Expert Booth includes a few intimate seating area for meeting 
attendees to interact with Emerging Solutions in Pain clinical experts allowing conference attendees face
to-face interaction with key opinion leaders in pain and addiction medicine. In a recent survey, physicians 
were ask to rank in order the top three items that are most appealing to them, and would provide 
sufficient inducement to enter a specific exhibit. Exhibit 7 shows that 33% of physicians in this survey 
identified Meet the Experts as their top choice, and, overall, it was one of the top-ranked items at exhibits. 

Exhibit 7: Physician Ranking Outcomes 

In 2006, MLS and the ESP booth will attend the: 
• American Academy of Pain Medicine, 
• American Pain Society 
• American Society of Addiction Medicine 
• American Academy of Pain Management 
• American Academy of Physical Medicine and Rehabilitation 
• American Society of Regional Anesthesia and Pain Medicine 
• American Academy of Addiction Psychiatry 

The purpose of the Emerging Solutions in Pain Meet the Expert Booth is to disseminate information 
concerning the Emerging Solutions in Pain initiative to clinicians practicing in the field of pain 
management. and to educate those clinicians on the assessment and monitoring of pain patients, and on 
good practice management techniques. Clinicians visiting the booth will have opportunities to: 
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Program Overview: The 2006 Emerging Solutions in Pain Initiative 

{1) Interact with Emerging Solutions in Pain 
clinical experts in small discussion groups, 
focusing on tools and strategies that will 
contribute to a proper balance of pain 
control and abuse/diversion minimization 
(full-size Meet the Expert Booth only) 

(2) On computer terminals, view multi-media, 
interactive programs highlighting the issues 
associated with minimization of misuse, 
abuse, and addiction, the Emerging 
Solutions in Pain Tool Kit, associated case 
studies and video FAQs authored by ESP 
KOLs 

(3) Receive copies of the Emerging Solutions in 
Pain Tool Kit CD-ROM and other support 
materials, such as the Mini-Disc Publication 

(4) Gain exposure to the resources available at 
the Emerging Solutions in Pain Web Site, 
and register as a "member", thereby 
expediting their ability to access online resources 

(5) Register for a raffle giveaway of multiple video iPods 

SERIES OF EIGHT PRINT MONOGRAPHS PUBLISHED IN PRACTICAL PAIN MANAGEMENT JOURNAL 

In 2006, a CE-accredited series of eight print monographs, directed toward physicians, pharmacists, 
nurses and other health care professionals involved in the care of patients with chronic pain was 
published in the Practical Pain Management Journal. The series is also available for credit online at the 
Emerging Solutions in Pain web site. Each monograph is accredited for one CME, CPE, and CNE credit 
hour of continuing education. The following are the monographs that have been published: 

• Determining the Risk of Opioid Abuse by Lynn R. Webster, MD 

• The Connection Between Cigarette Smoking and Aberrant Drug-Taking Behavior in Opioid 
. ~herapy for Chronic Pain by Lara Dhingra, PhD and Steven Passik, PhD 

• VIGIL: A five-step process approach to opioid prescribing and dispensing; An interview with David 
B. Brushwood, RPh, JD 

• Relating Central Sensitization and Hyperalgesia to Opioid Pain Management and Preemptive 
Analgesia by Jeffrey A. Gudin, MD 

• Pain Patients at Risk of Abuse and Those with Comorbid Psychopathology: A Guide to 
Identification and Treatment by Rafael Miguel , MD 

• The unequal burden of pain: confronting racial and ethnic disparities in pain by April Hazard
Vallerand, RN, PhD 

• Multidisciplinary and interdisciplinary management of chronic pain by Steve Stanos, DO 

• What Role Does Age Play in the Management of Chronic Pain in Adult Patients? by Bill H. 
McCarberg, MD 

Course evaluation forms regarding the program effectiveness will be required of all participants who seek 
to receive continuing education credit as will a post-test on educational content. 
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LIVE EVENTS 

In 2006, a series of live events (major conference satellite symposia, regional pain conferences, etc.) 
sponsored by ESP focused on providing practical clinical information via accredited lectures to health 
care professionals practicing in local clinics, hospitals and office settings. The program content focuses 
on a scientific and clinical evaluation of the fields of pain management and addiction, and includes 
relevant case studies for presentation and discussion. Lecture topics included topics such as: 

(1) Evaluating the risk of opioid abuse in the chronic pain patient; 

(2) Pharmacologic therapies for the chronic pain patient with a history of drug abuse or addiction; 

(3) Legal issues in prescribing opioids to the chronic pain patient; and 

(4) New pharmacologic agents for treating chronic pain patients 

A full-day pre-conference satellite symposia entitled "Emerging Solutions in Pain: The Interface of Pain 
and Addiction" was presented at the 2006 American Academy of Pain Management Annual Conference. 
The core group of faculty included: 

• Howard Heit, MD, FACP, FASAM 
• Douglas Gourlay, MD, MSc, FRCPC 
• Seddon Savage, MD, FASAM, and 
• Joyce Lowinson, MD 
• Peggy Compton, RN, PhD 
• Brian Ginsberg, MD 
• Steve Stanos, DO 

The symposia topics included: 

• Interface of Pain and Addiction 
• Basic Neurobiology of Pain and Addiction 
• The Risk of Opioid Misuse, Abuse and Addiction 
• Non-medication Approaches to Pain Management 
• Rational Pharmacotherapy of Pain 
• Federal Regulations of Controlled Substances 
• Issues of Diversion 
• Pain, Dependency and Universal Precautions 
• Urine Drug Testing and the Clinical Practice 

Two regional CE-accredited dinner symposiums at the Greater Philadelphia Pain Society and the 
Southern Pain Society will be supported in the Fall of 2006 entitled "Emerging Solutions In Pain: 
Assessing Risk Throughout the Patient Treatment Plan". The educational activity focuses on two 
components to appropriately develop a patient treatment plan: 1) assessing patient's risk of misuse, 
abuse or addiction; and 2) monitoring a patient's progress and assuring compliance with the treatment 
plan. The faculty for both programs are Dr. Lynn Webster presenting "New Approaches to Assessing 
Pain and Risk When Developing a Treatment Plan" and Dr. Steven Passik presenting "Being Cognizant 
of Aberrant Behavior Throughout the Treatment Plan and Setting Appropriate Boundaries· 
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Program Overview: The 2006 Emerging Solutions in Pain Initiative 

The final live event for 2006 is a satellite symposium at the Annual Assembly of the American Academy of 
Physical Medicine and Rehabilitation. This event is an 1.5 hour breakfast program and has been 
developed to focus on assessing patient's risk of misuse, abuse or addiction; patient triage and the 
utilization of either multidisciplinary treatment teams or specialist referrals; and the reinforcement of both 
key learning points through the use of clinical case vignettes and an audience response system allowing 
the participants to be active learners in the program. The faculty for this program will be Dr. Doug 
Gourlay and Dr. Stephen Stanos. 
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In the United States alone, an estimated 50 million people suffer from some form of chronic pain, and 
another 25 million people suffer acute pain resulting from surgery or an accident. 1 Significantly, 
approximately two thirds of patients have been living with their pain for more than five years, 2 resulting in 
an alarming decrease, not only in quality of life, but in productivity for these individuals, as well. In 2003 
Stewart and colleagues evaluated the impact of pain on productivity by estimating lost productive time 
and economic cost due to painful conditions. They found reduced work performance, and not 
absenteeism, was responsible for 76.6% of lost employee productive time, corresponding to an economic 
loss of $61.2 billion per year.3 

It is well-established that chronic pain is a multi-faceted problem requiring intervention from a range of 
specialists in different disciplines. OVer the last decade, governments, professional organizations and 
institutions across the country have taken positive steps to improve physician training in pain 
management and palliative care, in accordance with recommendations issued by the World Health 
Organization. 5 These factors are indicators of the increasing recognition of pain relief and palliative care 
as appropriate subjects for ongoing professional education. 

The increased focus on appropriate pain management has also resulted in certain challenges that impact 
health care professionals and patients alike. Some of these challenges result from confusion on the part 
of either patients or health care professionals, or both, regarding the potential of narcotic pain 
medications for abuse, addiction, misuse and diversion. In a recent survey 13

, respondents were asked to 
rate satisfaction with treating their patients with chronic pain and to identify issues that would reduce and 
or prevent their willingness to prescribe opioids. The results of this survey were significant: 

• Providers rated satisfaction with treating their patients with chronic pain as quite low (M= 1.90, 
SD=0.81 ), on a scale where O=not at all satisfied and 4=very satisfied. 

• A higher proportion (37.5%) of providers who rated themselves as more likely to prescribe 
opioids, however, also rated themselves a highly satisfied with their pain care 

• Only 16. 7% of the providers who were least likely to prescribe opioids rated themselves a highly 
satisfied. 

• On a scale of 0=insufficient, 1=adequate, 2=good, and 3=very good, the mean rating of chronic 
pain education for NP/PA programs was 0.5, for medical school 0.35 and for postgraduate 
medical education 0.7. The majority of attending physicians rated their medical school education 
and residency training about chronic pain treatment as insufficient. 

Other challenges result from increased media attention regarding the prevalence of abuse and diversion, 
or from a lack of education and understanding regarding regulations for appropriate prescription of 
scheduled agents. Patients, for example, may hesitate to use narcotics over fears of addiction, while 
health care professionals may be reluctant to prescribe opioids over concerns of increased scrutiny or 
investigation by local, state or federal law enforcement officials. When these types of concerns are 
combined with controversies surrounding the lack of scientific data on addiction, complex regulatory 
policies, and vague practice guidelines, the barriers to successful pain management become significant; 
undertreatment of pain is an all-tO<XOmmon result. 

One often-cited barrier in prescribing opioid analgesics to patients with chronic pain is the perception that 
physicians who treat their patients with these medications will come under increased scrutiny from the 
DEA and other regulatory and/or law enforcement agencies. This perception is due, in part, to 
documented increases in the diversion and sale of prescription drugs. The source for much of this 
information is a unique epidemiologic network, the National Forensic Laboratory Information System 
(NFLIS). As of November 2005, NFLIS included 41 state, systems, 88 local or municipal laboratories, and 
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1 territorial laboratory, representing a total of 258 individual labs designed to inform drug abuse 
prevention and treatment agencies, public health officials, policymakers, and the general public about 
current and emerging drug abuse patterns. The 2005 mid-year report findings were based on the 
analysis of an estimated 883,776 drug by state and local forensic laboratories nationally.9 CannabisfTHC 
(296,390 items), cocaine (287,547 items). methamphetamine (120,808 items). and heroin (46,608 items) 
were the four most frequently identified drugs, accounting for 85% of all analyzed drug items. 

Of the top 25 drugs identified 12 were controlled substances available in pharmaceutical products. 
Included were six narcotic analgesics: hydrocodone (11,225 items), oxycodone (9,716 items), 
methadone (3,684 items), codeine (1,965 items), morphine (1,618 items), and propoxyphene 
(1,088 items). Benzodiazepines included alprazolam (11,294 items), diazepam (3,309 items), 
clonazepam (3,291 items), and lorazepam (706 items). The top 25 also included two club drugs: 
3,4-methylenedioxymethamphetamine (MOMA) (6,238 items) and 3,4-methylenedioxyamphetamine 
(MOA) (698 items). Exhibit 1 

Exhibit 1: Forensic laboratory analysis: most common prescription/non-prescription drugs 
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Exhibit 2: Distribution of narcotic analgesics by region 
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As can be seen in Exhibit 1 and Exhibit 2, there are clearly issues with abuse, misuse and diversion 
associated with some narcotic agents in .certain geographic locations. Moreover, in March of 2004 the 
Office of National Drug Control Policy stated, "6.2 million Americans were current abusers of prescription 
drugs. "6 This information, while extremely important, is not, however, a justification for undertreatment of 
pain, even in those patients who may be identified at higher risk for abuse, misuse. addiction or diversion. 
Many studies have shown, in fact, that properly managed medical use of opioid analgesic drugs is 
effective and rarely causes clinical addiction, which is defined as compulsive, often uncontrollable use.7 

The key to this statement is "properly managed medical use·, which consists of a comprehensive pain 
management program of assessment, monitoring and documentation, consistently utilized for all patients 
with chronic pain. 

If property managed medical use of opioids is a cornerstone of effective pain management, however, even 
today, many health care professionals lack th~ understanding, knowledge and tools for appropriate use of 
narcotic medications. Critically, pain management is not a significant area of focus in many medical 
schools, and physicians often graduate with misconceptions regarding appropriate pain management 
practices and techniques. In a recent study of medical students' attitudes toward pain and the use of opioid 
analgesics, half of senior medical students surveyed believed addiction risks associated with opioids are 
substantial, and more than one third were concerned about drug regulatory agency investigations. 
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Moreover, these seniors were more pessimistic than freshmen surveyed about relieving chronic pain, and 
they appeared to have less understanding about the sources of pain in cancer patients. 8 

NEEDS ASSESSMENT SURVEYS 

To further define the educational needs of clinicians active in the field of pain management, a series of 
surveys were conducted in late 2005 and 2006, physicians were asked about their practices and the 
therapies that they utilize to provide analgesia. The survey was conducted among 724 participants, with a 
selection of evaluation questions and responses from this survey summarized in Exhibit 3, below. 

Exhibit 3: Meeting Program Evaluation Forms 

Do vou manage oatients who are experiencing acute pain? 
Many 48% 
Few 28% 
None 8% 
Do vou manage patients who are experiencinu chronic pain? 
Many 50% 
Few 23% 
None 6% 
How do vou currentlv manage oain patients? 
Ooioids 26% 
Combination of all methods 16% 
Non-opioids 12% 
OTC medications 11% 
Psycholoaical/social theraov 3% 
Physical therapy 2% 
Other 2% 

tf vou don't utilize opioid analaesics, whv? 
Concerns over issues of abuse, misuse, addiction and diversion 34% 
Concerns over federal and state regulations 12% 
Don't feel opioids are necessary 6% 

This information col lected from meeting participants has been separately validated through suggestions 
for Mure topics which were collected from program evaluation forms submitted in conjunction with 
accredited live and self-study ESP activities during 2006. These topics included: 

1. The pharmacist's role in pain management; pharmacists as barriers 

2. Risk assessment and opioid prescribing 

3. Opioid-induced hyperalgesia leading to tolerance and increased opioid use/abuse 

4. Differential monitoring techniques for low-, moderate- and high-risk patient 

5. Strategies for patients who violate their opioid agreement 
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6. Emergency room management of the chronic pain patient seeking opioids/pain medications 

7. Urine drug screening 

8. Legal aspects of opiate use in chronic pain patients 

9. Patient opioid contracts/therapy relationships 

CONCLUSION 

In a study published 33 years ago, Marks and Sachar revealed that health care professionals practice 
with considerable misinformation about pain management, as well as with significant mistaken beliefs 

about opioid addiction 11
. More recent studies indicate that, despite recent advances in the field of pain 

management and the recognition of pain as a prevalent problem, many physicians remain uneducated in 
these areas. Many physicians demonstrate a fundamental lack of knowledge with respect to the 
pharmacology of opioid therapy, including an inability to convert equianalgesic dosages from one 
medication to another. In medical decision making, physicians confuse physical dependence, tolerance, 
and psychologic dependence. They often mistakenly interpret a satisfactory analgesic drug effect as 
euphoria 12

. 

Moreover, physicians are strongly influenced by their perceptions of drug regulatory agencies. Although 
regulations based on the Controlled Substances Act do not limit medical prescribing, physicians are 

concerned that their prescribing practices are scrutinized by external authorities, such as state and 
federal agencies and licensing boards. Fear of reprisal from these agencies, including fear of loss of 
license, is prevalent 12

. . 

According to a report published by the National Center on Addiction and Substance Abuse, our nation is 
in the midst of an epidemic. This report estimated that between 1992 and 2003, the number of Americans 

abusing controlled prescription drugs jumped 94%, which was twice the increase in the number of people 
abusing marijuana, five times the number abusing cocaine, and 60 times the number abusing heroin. 
Americans who self-reported abuse of prescription drugs nearly doubled from 7.8 to 15.1 million during 
this period

14
• Clearly, this epidemic must be addressed by all relevant regulatory, law enforcement and 

governmental agencies involved in addiction and substance abuse issues. Clinicians, however, must be 
involved specifically in the issue of prescription drug abuse. Every effort must be made by those 

clinicians who prescribe controlled substances to appropriately identify those individuals at risk for opioid 
misuse, abuse or addiction, with the goal of effectively addressing the patient's therapeutic needs while 
not contributing to a worsening of issues related to misuse, abuse or addiction of prescription 

medications. This goal may only be met, however, through education on the issues associated with 
prescribing controlled substances, on the risks of opioid misuse, abuse and addiction, and on practice 
management and prescribing strategies that will minimize the potential for law enforcement or regulatory 
agency intervention. When education is supplemented with tools that will support clinicians in appropriate 

prescribing of controlled substances, focul;jing on issues of assessment, monitoring and "best practice· 
information, safe and effective treatment of pain becomes a more attainable goal for many clinicians who 
provide care to patients with chronic pain. 

When the results of reports such as the one published by National Center on Addiction and Substance 
Abuse are combined with literature searches, clinical expert assessments and recent surveys, it is clear 
that there is an ongoing need to provide education to healthcare professionals relative to supporting 

effective pain management with proactive strategies that are designed to minimize the risk of opioid 
misuse, abuse and addiction. These are the fundamental goals of the Emerging Solutions in Pain 
initiative, which are targeted directly at supporting clinicians in improving patient care while reducing the 
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potential for abuse, addiction, diversion, and medical regulatory/malpractice liability exposures arising 
from poor pain management practices. 

One of the ways these challenges can be met is through the continuance of educational programs that 
focus on pain management in general, and, specifically, the effective use of opioids in patients with 
chronic pain . The objectives of the Emerging Solutions in Pain initiative are to provide clinicians with 
education and tools that 

• Support clinicians in pain management, and ultimately patient care, for all patients with pain, 
regardless of their risk for opioid misuse, abuse or addiction 

• Reduce the potential for misuse, abuse and addiction of controlled substances, and specifically 
opioid medications, arising from poor pain management practices 

• Improve the understanding and knowledge of clinicians concerning the challenges associated 
with the complex regulations involved in prescribing controlled substances 

To continue to address the ongoing unmet need, MLS is proposing to continue and extend the 2006 
Emerging Solutions in Pain initiatives through the following tactics: 

1. Maintenance of current functionality at the Emerging Solutions in Pain website, 
www.EmergingSolutionsinPain.com 

· 2. Development and implementation of new Internet-based activities and functionality, including two 
new columns featuring member-driven content and KOL review; a member feedback area: and 
an electronic newsletter · 

3. New content development, including tools focusing on comprehensive assessment of pain 
patients: multimedia · courses on pain and addiction; a consensus document focusing on urine 
drug testing and a reference tool for UDT interpretation: and a sample patient file; all new tools 
and resources will be di"tributed via the Emerging Solutions in Pain web site 

4. Continuing education initiatives associated with the Practical Pain Management Journal series, 
featuring a four-article in-publication monograph series focusing on topics relevant to Emerging 
Solutions in Pain; and a collection and re-issuance of the eight 2006 monograph series 

5. Continuance of the Meet the Expert exhibit booth at three larger association meetings 

6. Continuance of the Meet the Expert mini-booth at four smaller association meetings 

7. Development of new tactics to expand the current audience of Emerging Solutions in Pain to non
physician health care professionals ; tactics include a scholarship fund and a resident and fellow
based electronic journal club 

8. Expanded awareness campaign to include coordinated advertising in multiple media formats 
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2007 ESP Budget Estimate: Summary 
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Cateaorv Tactic Estimated Costs Notes 
Programming of site infrastructure for deployment of educational 

Website programming, maintenance $ 69,038 content in multiple media types; development of underlying security, 
data collection and tracking protocols 

Web-Associated Updated graphic design and layout of 
$ 35,000 New graphics, images carried through on all pages Tactics: Maintenance of website 

Current Functionality Clinical expert commentary $ 53,063 One clinical expert commentary per month 
In the Know $ 25,078 Journal article summaries: two abstracts oer month 
Breakthrouqh News $ 3,000 Dailv news feed of pain-focused news headlines 
Resources $ 19,740 Identification of base resources, links, suaaested articles 

Column in which ESP members may submit questions to ESP 
Ask the Experts $ 30,840 faculty; MLS will coordinate posting of faculty responses; 1 column 

Iper month, 12 columns total 

New Web Site Activities State Your Case $ 40,760 
ESP member submission of cases with KOL review and 
commentary; 1 case study per quarter, 4 cases total and Functionality 
Page where ESP members may provide direct feedback for topics, 

Member feedback area $ 7,500 
site improvements, etc. 

ESP Electronic Newsletter Seri~s $ 86,320 
Teaser E-mail newsletter that would link reader back to the web site 
for full coov 
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Cateaorv Tactic Estimated Costs Notes 
Seven instruments of assessment for all 

$ 39,363 
Based on ongoing work by Peggy Compton, RN, PhD and/or Steve 

pain patients Passik, PhD 

Content & video footage from American Academy of Pain 
Management 1-day symposium as base: Neurobiology/Peggy 

Pain and Addiction 101 $ 98,485 
Compton; Multidimensional experience of pain and 
addiction/Seddon Savage; Phannacotherapy/Brian Ginsberg; 
Multidimensional solutions in pain management non-medication 
approaches/Steve Stanos; Universal Precautions/Doug Gourlay 

New Content 
Development Urine drug testing: how to read a UDT 

Pop-up graphic bubbles; Voice-over of physician's thoughts as 

multimedia piece 
$ 36,413 he/she is reading report; Patient history or exam statistics as roll 

over data in certain areas 

Based upon round table discussion among multiple clinical experts 

Urine drug testing consensus document $ 126,350 
from different specialties; Heit and Gourlay as chairs; result is 
position paper that sets standard in the area of UDT for patients 
with chronic pain; includes possible association endorsement 

Samole oatient file $ 28,463 List of the proper documentation in a patient file 
Practical Pain Management monograph 

$ 219,948 4 issues, each accredited for one hour; 8-page format 
Print-based tactics series 

2006 monoQraph collection $ 54,384 Accredited collection of 2006 articles 
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CateQorv Tactic 
RefurbishinQ of current booth 
MP3 dockinq station 

Exhibit Booth Survey station 

Faces of pain aiveawav 

Symposia audio series 

20x20 Island Exhibit 
Three meetings total 

Booth 
1 0x20 Mini Exhibit 

Four meetings total 
Booth 

Audience Expansion ESP Scholarship Fund 

Tactics 

Electronic journal club 

ESP Marketino Advertisino Camoaion 
Total 

CONFIDENTIAL 

2007 ESP Budget Estimate: Summary 

October 25, 2006 

Estimated Costs Notes 
Based on reformatting of existing booth 
For downloading of ESP podcasts at booth 
For collecting feedback on ESP on current programs, future 

$ 127,500 activities from meeting attendees 
Set of 5 ESP-branded faces of pain; ouantitv: 2000 sets 
Teaser audio available next day for download with full audio 
available online oost meetina 

$ 407,095 Final meeting schedule TBD 

$ 311,593 Final meeting schedule TBD 

Scholarship application process on ESP web site administered by 
MLS based upon recommendations by ESP faculty; potential 
recipients include RNs, residents and fellows; one scholarship 

$ 30,507 awarded per major pain meeting; scholarship would include 
conference registration fees, airfare, hotel and small stipend; 
recipient will write abstracts of conference plenary sessions that can 
be posted on the ESP web site 

$ 132,570 
Web-based journal club with residents and fellows as target 
audience 

$ 81 500 Includes both orint and banner advertisements 
$ 2,064,510 
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Program Summary: ESP Website: Maintenance of Current Functionality 

Program Title 

Program Overview 

The Emerging Solutions in Pain Web Site 

The core educational component of this initiative is the ESP web site 
www.EmergingSolutionsinPain.com, which offers the latest educational disease 
awareness information in the field of pain management. The web site provides 
health care professionals with an extensive array of tools for assessing the 
potential for abuse, addiction and diversion in their patients with chronic pain, for 
monitoring their pain patients, and for accessing information regarding "best 
practices· in the long-term management of these patients. 

The Tool Kit {also available as a CD-ROM) is the primary foundation of the web 
site and is a collection of slide/audio presentations and downloadable printer
friendly practical, educational tools and resources for use in clinical practice. It is 
an extensive array of clinical tools that may be used to effectively assess a 
patient's pain as well as their potential for opioid misuse, abuse and addiction; to 
monitor the patient who is prescribed opioids; and to implement best practices in 
the management of patients with chronic pain. The Emerging Solutions in Pain 
Tool Kit CD-Rom received the highest honor, a Gold Davey Award, in the 
Interactive Multimedia - Education (academic) category from the International 
Academy of the Visual Arts in 2005. 

Registered members of EmergingSolutionsinPain.com also have access to 
monthly clinical expert commentaries, daily updates of news articles and 
headlines, online CE-accredited programs with printable certificates upon 
completion, video and slide/audio case studies, relevant literature and journal 
articles, a multimedia library of video clips and FAQs, and other diverse 
resources. The site also lists a schedule of upcoming events, such as the Meet 
the Expert Booth, and online registration for live peer-to-peer meetings that are 
part of the Emerging Solutions in Pain initiative. 

Members are required to register prior to accessing the fundamental Emerging 
Solutions in Pain resources and tools. This enables tracking of information 
pertaining to member specialty and Tool use, and provides a method for 
updating site users with information regarding new programs and tools as they 
become available. In 2006, there was a membership increase of 325% for a 
total of 2,001 clinician members, as of October 2, 2006. 

Intended Audience The primary audience of the Emerging Solutions in Pain Web Site are 
physicians, pharmacists, nurses and other allied health care professionals who 
provide care to patients with chronic pain. 

Program Objectives In 2007, one goal of the Emerging Solutions in Pain Web Site will be to continue 
to provide clinicians with tools and resources for assessing and monitoring the 
risk potential of their patients for opioid misuse, abuse and addiction. New goals 
for the Emerging Solutions in Pain web site include the following: 

October 25, 2006 
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(1) Expand the reach of this web site and the important information it contains to 
the following groups: 
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Program Summary: ESP Website: Maintenance of Current Functionality 

Fonnat 

Distribution 

Request for 
Sponsor Support 

T otat Budget: 
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a. Non-physician members of the pain management community, 
e.g., nurses, physician assistants, phannacists 

b. Pain specialists, addictionologists and other physicians who 
have not yet registered at the web site 

c. Medical students who have an interest in treating pain as part of 
their studies 

(2) Provide new resources and tools for clinicians who are involved in pain 
management. These tools and resources will be detailed in the following section. 

(3) Update the graphic design and layout of the web site and carry this look 
throughout all the functional pages of the site 

A multimedia Web Site, with separate sections for assessing and monitoring 
patients whose chronic pain is being treated with opioids; for "best practice" 
infonnation; for journal articles relevant to the Emerging Solutions in Pain 
initiative: for other Emerging Solutions in Pain infonnation and programs 

The Emerging Solutions in Pain Web Site will be available to all health care 
professionals via the Internet at www.EmergingSolutionsinPain.com. Free 
registration will be required to access the majority of information on the Web Site, 
including all of the Emerging Solutions in Pain Tools and journal articles 

Medical Learning Solutions will announce and promote the Emerging Solution in 
Pain Web Site through journal advertisements, banner advertisements and 
announcement brochures for the Emerging Solutions in Pain initiative. 

As a supplement to these primary methods, Medical Learning Solutions may 
request the assistance of Cephalon, Inc. sales representatives in the 
dissemination of information regarding this program to the medical community. 
The content of such information, however. is the responsibility of Medical 
Learning Solutions, and any such distribution will solely be as a supplement to 
MLS' primary methods of announcement and promotion. 

$204,919 
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The Emerging Solutions in Pain Website: Maintenance of 2006 Functionality 
Proposed Budget 
October 25, 2006 

-;:-:i,C/.',:· ' < •. . · ... · · cost $ummarv 
Website Programming, Maintenance 

Approximate Total, Direct Expenses $ 5,000 

Total, Indirect Expenses $ 64,038 

Subtotal, Website Programming, Maintenance $ 69,038 

Updated Graphic Design & Layout 

Approximate Total, Direct Expenses $ 2,350 

Total, Indirect Expenses $ 32,650 

Subtotal, Updated Graphic Design & Layout $ 35,000 

Clinical Expert Commentary 

Approximate Total, Direct Expenses $ 25,660 

Total, Indirect Expenses $ 27,403 

Subtotal, Clinical Expert Commentary $ 53,063 

In the Know Summaries 

Approximate Total, Direct Expenses $ 720 

Total, Indirect Expenses $ 24,358 

Subtotal, In the Know Summaries $ 25,078 

Breakthrough News 

Approximate Total, Direct Expenses $ 3,000 

Total, Indirect Expenses $ -
Subtotal, Breakthrough News $ 3,000 

Web Resources ancl Links 

Approximate Total, Direct Expenses $ 3,000 

Total, Indirect Expenses $ 16,740 

Subtotal, Web Resources and links $ 19,740 

ESP Web$it~: Maintenance cif 2006 Functionality $ 204,919 
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07300G.34

101 Washington St, Suite 110 
Morrisville, PA 19067 

The Emerging Solutions in Pain Website: Maintenance of 2006 Functionality 
Proposed Budget 
October 25, 2006 

.:_;;::: .. , ·,-_;<· D~~iled l{Juclg~(lte(rifiatioii: . Webslt~ l?fqg~ff,nii11g; _M~Jriten,ance , . 

Direct Expenses, Approximate 

Infrastructure programming $ 4,650 

Miscellaneous (non-fulfillment shipping, faxes, etc.) $ 350 

\},'\ :_·. App~i~te:Totaf, Dtr.er:t ~ses $ 5,000 

Indirect Expenses 

Project management 

Coordination with third-party programmers $ 1,965 

Coordination with internal programming team $ 6,900 

Coordination with other internal teams $ 1,800 

IT I programming services 

Programming of 2007 graphics $ 6,250 

Programming of 2007 content: routine $ 3,000 

Programming of 2007 content: new $ 19,700 

Annual website maintenance 

Hosting and co-location fees $ 12.000 

Routine website maintenance $ 9,000 

Technical support $ 3,000 

Administrative and accounting fees $ 423 
. -~- ,-. 

· fo~I, iiidir~ ~wes $ 64,038 

· . . D,etailed ~udg,t Itemization: l)pcf~tf#t.fG_r.#J,hi,; QfJs}gil & Layout ,,: .. ·;.-,,.- .. 

Direct Expenses, Approximate 

Stock photograph~ I illustrations $ 2,000 
Miscellaneous (non-fulfillment shipping, faxes, etc.) $ 350 

,rr.::: ::_rt ·," ,. 
. ._';,. 

'·· .. 
: App'tf,x(fr_;~te Total,' Di~t Expenses $ 2,350 .. ,. " 

Indirect Expenses 

Project management 

Coordination with third-party programmers, outside vendors $ 1,200 

Coordination with internal graphic design team $ 3,812 

Coordination with other internal teams $ 600 

Graphic design/ production services 

Production of new graphics for ESP .com $ 20,350 

Adaptation of 2007 web design for journal advertisements and other ESP initiatives $ 2,000 

Medical / scientific services $ 1,375 

Copy writing $ 3,125 

Administrative and accounting fees $ 188 

:.,,/\:_·· .\ .:'.: 
-· 

' ·:.,_:-:::>• :,,·.,:,:::,· . Tq~I. Jil(l!~i ~penses· $ 32,E?~O · 
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07300G.35

101 Washington St, Suite 110 
MorrisvHle, PA 19067 

The Emerging Solutions in Pain Website: Maintenance of 2006 Functionality 
Proposed Budget 
October 25, 2006 

· •,.:: , /~P~f!!.Jlfk!:Sudg~(ltert,iza~o;,: .Clinl¢aU;,(~if.:QAtJimerrt~ii!!S(12 Commentaries. Total) . 
Direct Expenses, Approximate 

Cllnlca expert honoraria: pre-recording, review $ 

Honoraria for 12 clinical experts to produce 12 clinical commentaries 

Transcription $ 
Miscellaneous (phone, fax, non-fulfillment Fed Ex) s 

.. -- . :; ~ ·_ ~-:•;•: -: -: .. ,::; ::·.'.•(;-,.~ ·; _., _, :,,,·::: , :· · · · ·, .·• ,'A,,p,o,ciinate Total, Direct EJcperises $ .· 

Indirect Expenses 
Project management 

Coordination with speakers for contenl delivery, audio recording $ 

Coordination with internal teams $ 

Preparation and coodination of status meetingslupdates $ 

Content development 
Coordination of content with faculty $ 

Editing of transcript from audio recording $ 

Coordination of content with internal teams $ 

Proof-reading $ 

Fact-checking $ 

Posting of content $ 

Administrative and accounting fees $ 

. ' '·'"· ,\::· ·. .,.•: · •: ' T.ota,I; _ lnr;lirect ,ExpeJ1$es $ 

Direct Expenses, Approximate 

1$ 

,, -:; ',,, );)(f(i~:/~jipri:ixl~ar, ·TtJta,i; :pi~t EJcpeii~'5I $ .·· 

Project management 

Coordination with internal teams 

Indirect Expenses 

Preparation and eoodination of status meetings/updates 

Content development 

Research and identification of appropriate journal articles for summary 

Writing of article summaries 

Proof-reading 

Fact-checking 

Posting of content 

Administrative and accountina fees 
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$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

'·. ; 1'.btal, ln;cJlrect Exp~ns.~s.· $ 

24,000 

660 
1,000 

. 25,660 

2,250 

2,250 

900 

1,800 

12,000 

2,400 

1,500 

1,500 

750 

2,053 

27,403 

720 

.720 ' 

2,700 

900 

4,800 

9,900 

3,000 

1,500 

1,500 

58 
24,358 
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07300G.36

101 Washington St, Suite 110 
Morrisville, PA 19067 

The Emerging Solutions in Pain Website: Maintenance of 2006 Functionality 
Proposed Budget 
October 25, 2006 

Detailed Budget tteiniiatJorf: '~nia,ldflrough News 
Direct Expenses, Aooroximate 

12 month real-time news feed from Topix.net 

Project management 
Administrative and accounting fees 

' ·,. /i ' ·:;:,:.,,, ·.<,·, ·", 

Licensing fees for ,-ui-s 

Project management 

Indirect Expenses 

·.Detail~-B1,1tlget•ltemifatiori: Resoµrces 
Direct Expenses, Approximate 

- App1YJJ!lmate Total, Direct Expenses 

Indirect Expenses 

Research and identification of appropriate new resources for posting on ESP website 

Maintenance of current links 

Recruitment of new links 

Posting of content 

Administrative and accounting fees 
-- ' ·. ~ ····, ' , , 

Total, Indirect Expenses .. .. : ~: ·. •' - ' , . -·· 
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$ 

$ 

$ 

I$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

3,000 

.· 3,000 

3,000 

3,000 

4,200 

3,600 

7,200 

1,500 

240 

16;740 
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07300G.37

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

Program Summary: New Web-based Activities and Functionality 

Program Title 

Program Overview 

October 25, 2006 

CONFIDENTIAL 

The Emerging Solutions in Pain Web Site: New Activities and Functionality 

The Emerging Solutions in Pain web site has experienced significantly 
increased utilization, as measured by membership, session length and 
information downloaded, since the launch of the site in early 2005. A 
fundamental component of a successful Internet-based initiative, however, is a 
constant stream of new information and resources for users. MLS is therefore 
proposing to increase the content and functionality of the Emerging Solutions in 
Pain web site through incorporation of additional new activities and functionality. 
The proposed new functionality includes four new web-based initiatives: 

(1) The ESP Ask the Experts Column 
Through this new web-based functionality, ESP members may submit 
questions online pertaining to issues of pain management and/or addiction. 
All ESP KOLs will be asked to participate in the Ask the Expert Column, with 
honoraria based upon the total number of questions answered on a monthly 
basis. MLS will screen all questions submitted and forward selected 
questions to the appropriate ESP KOL MLS will coordinate posting of KOL 
responses, with all new questions and responses being posted monthly. 

(2) The ESP State Your Case Column 
In this program, clinician members of the ESP web site are asked to submit 
cases that highlight the issues and challenges of treating patients with 
chronic pain while minimizing risk of misuse. abuse or addiction of opioids. 
MLS will review all cases submitted through the ESP State Your Case 
Column, and will submit selected cases to one of a pre-identified panel of 
ESP KOLs. The KOL will select the final case for his/her review, and will 
write specific commentary on the case. MLS will post the original case and 
the KOL comments and reviews; ESP members will have access to the 
State Your Case Library, which will include the original submission and the 
ESP KOL review and comments. Members may submit questions 
pertaining to the case-for a specified period of time, which MLS will screen 
and forward to the KOL reviewer for written responses. Finally, as an 
incentive, MLS will coordinate a conference call between the KOL and the 
clinician whose case is selected, so that the submitting clinician may benefit 
from a one-on-one consultation with a nationally known clinical expert. One 
case will be selected, reviewed and posted per quarter. 

(3) An ESP Member Feedback Area 
Through this new web-based functionality, ESP members will have a forum 
to submit ESP-specific feedback and suggestions for future topics, activities 
and tools. Suggestions will be submitted electronically through a dedicated 
page on the ESP web site, and will be received directly by MLS staff. All 
member comments and suggestions will be collected in a database and 
reviewed on a regular basis. 

(4) The ESP Electronic Newsletter Series 
Through this email-based program, current and potential ESP members will 
be exposed to highlights of new content, programs and resources available 
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07300G.38

IO I Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

Program Summary: New Web-based Activities and Functionality 

Intended Audience 

Program Objectives 

Format 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

October 25, 2006 

CONFIDENTIAL 

on the ESP web site, thereby reinforcing the value offered by the initiatives, 
the ease of use of the ESP tools and resources, and the diverse range of 
educational and informational programs and activities available to ESP 
members. All content will be called out by a title or headline that will also 
function as a clickable link directly back to the full story on the ESP web site. 
Content that will be highlighted include: 

• Selected text from current and archived clinical expert 
commentaries. journal article summaries and "Breakthrough 
News" stories 
Overviews of case studies either in current discussion or 
archived in the State Your Case Column 
Selected text from the 2007 ESP/PPMJ Accredited Monograph 
series 

• Announcements of ESP-sponsored live events, including the 
Meet the Experts booth and live symposia 
Surveys of newsletter recipients for content, tool and resource 
suggestions 

The primary audience of the Emerging Solutions in Pain Web Site are 
physicians. pharmacists, nurses and other allied health care professionals who 
provide care to patients with chronic pain. 

The primary objective of the proposed new activities and functionality will be to 
provide clinicians with additional practical tools and resources for treating their 
chronic pain patients with opioid analgesics while minimizing the risk of misuse, 
abuse and addiction. The addition of these new features will fulfill two secondary 
objectives, of encouraging and promoting regular return visits, and of recruiting 
new users who will benefit from the site's tools and resources. 

The Emerging Solutions in Pain web site 

The Emerging Solutions in Pain web site will be available to all individuals via the 
Internet at www.EmergingSolutionsinPain.com. Free registration will be required 
to access the majority of information on the site. 

Medical Learning Solutions will announce and promote the Emerging Solution in 
Pain web site through journal advertisements, banner advertisements and 
announcement brochures for the Emerging Solutions in Pain initiative. 

As a supplement to these primary methods, Medical Learning Solutions may 
request the assistance of Cephalon, Inc. sales representatives in the· 
dissemination of information regarding this program to the medical community. 
The content of such information, however, is the responsibility of Medical 
Learning Solutions, and any such distribution will solely be as a supplement to 
MLS' primary methods of announcement and promotion. 

$165,420 

Page 30 

TEVA_AAMD_00861406 

P-29481 _ 00309



07300G.39

101 Washington St, Suite 11 0 
MorTisvine, PA 19067 

The Emerging Solutions in Pain Website: New Activities and Functionality 
Proposed Budget 
October 25, 2006 

:;;"- :,. ----i - : _<i,,.,.-,c' _ _-., __ . _.---,_,_. . . -> . Cost Summ~rv .- . -- -
, ... •, . 

Ask the Experts Column 

Approximate Total, Direct Expenses $ 13,000 

Total, Indirect Expenses $ 17,840 

Subtotal, Ask the Experts Column $ 30,840 

State Your Case Column 

Approximate Total, Direct Expenses $ 11,000 

Total, Indirect Expenses $ 29,760 

Subtotal, State Your Case Column $ 40,760 

Member Feedback Area 

Approximate Total, Direct Expenses $ 350 

Total, Indirect Exi,enses $ 7,150 

Subtotal, Member Feedback Area $ 7,500 

ESP Electronic Newsletter Series 

Approximate Total, Direct Expenses $ 1,000 

Total, Indirect Expenses $ 85,320 

Subtotal, ESP Electronic Newsletter Series $ 86,320 

ESP Website: New Activities an_d Functionality $ 165,420 " 
_. 
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07300G.40

101 Washington St, Suite 110 
Morrisville, PA 19067 

The Emerging Solutions in Pain Website: New Activities and Functionality 
Proposed Budget 
October 25, 2006 

:•. ·,:=·· ., .. ·.•.oa:: i:·· ··--r•·, .... ·.:- .. ~ l)e~i/f!d ~udget lterriizatioin Ask the Expetts·Cp(umn . ·•· . ,. - .. . . . . . • 

Direct Expenses, Appro:Jdmate 

Honoraria $ 
All faculty honocaria for 12 months of Ask the Experts columns: one per month: faculty will respond in writing to 
questions from ESP members and submit to MLS for posting 

Miscellaneous (phone, fax, non-fulfillment Fed Ex) $ 
.• . 

·,. i·_:: ···.·. : .. Approximate Totai, b;'red{ifxp~ns~: s· 
Indirect Expenses 

Project management 

Monthly submission of selected queslion(s) to faculty $ 
Coordination for answer(s) from faculty $ 
Coordination with internal medical services, programming teams $ 
Updates to grantor $ 

Content development 

Monthly review of all questions submitted by ESP members $ 
Selection of appropriate question(s) and answering faculty $ 
Editing of faculty answer $ 

Administrative and accounting fees $ 

<'. "{ ·,•_,_ .. /:''••-. ·: . ·· .. 
Total, lndi~t &~s°es $ 
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1,000 
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2,400 
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07300G.41

101 Washington SI. Suite 110 
Morrisville, PA 19067 

The Emerging Solutions in Pain Website: New Activities and Functionality 
Proposed Budget 
October 25, 2006 

. ,· ,· . . '.: ''. :" .. .. ·· .. • Petailed Budget Itemization: s~tij Your. ~Je Column •· 

Direct Expenses, Approximate 

Honoraria 
All faculty honoraria for 4 Ask the Experts columns: one per quarter; faculty will create an audio recording of a 
review and analysis of a case submitted by ESP members and selected by MLS; faculty wiH participate in a 
conference call with the ESP member who submitted the selected case 

Transcription 
Miscellaneous (non-fulfillment shipping, faxes, etc.) 

;.·.-. .. ,. · A,;prox:iniaiefo'iat, o~~s~ • . 

Indirect Expenses 

Project management 

Quarterly submission of selected case to faculty 

Coordination of audio recording of faculty review and analyses 

Coordination with internal teams 

Preparation and coodination of status meetings/updates 

Content development 

Quarterly review of all cases submitted by ESP members 

Selection of appropriate case{s) and answering faculty 

Editing of faculty case review and analysis 

Administrative and accounting fees 
:,·- ,' .. · •,·•· ,· .. • , • 

Direct Expenses, Approximate 

Miscellaneous (phone, fax, non-fulfillment Fed Ex) 

Project management 

Coordination with internal teams 

Preparation and coodination of status meetings/updates 

Content development 

Monthly review of comments 

Preparation of monthly summary recommendations 

Posting of new content/replles 

Administrative and accounting fees 

CONFIDENTIAL 

Indirect Exoenses 
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.. t~~i, ltJdlr,ect ~pen~~ 

" 

$ 10,000 

$ 400 

$ 600 

:s .•. 11,000 

$ 1,800 

$ 2,400 

$ 1,500 

$ 900 

$ 4,800 

$ 3,200 

$ 14,280 

$ 880 

$ 29,760 

$ 350 

$ 

$ 

$ 

$ 

s 
$ 

1,800 

450 

2,400 

1,700 

770 
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07300G.42

101 Washington St, Suite 110 
Morrisville, PA 19067 

The Emerging Solutions in Pain Website: New Activities and Functionality 
Proposed Budget 
October 25, 2006 

_:. >?.( ·:.:-., .' De,ti;iiled audgefltemiiation:_~!;P Electd,fiicWeiil$/~t,te(S.,etJ.~ 
Direct Expenses, Approximate 

Miscellaneous (phone, fax, non-fulfillment Fed Ex) $ 
•.-; . ,:. ' -: ... -- :: , .- •: . }~i -. ' · . :. \ :: :Appef»i/~,etiJ.~I,, Dffect~pejis_~ $ · . 

Indirect Expenses 
Project management 

Review and maintenance of newsletter subscription lists $ 
Coordination with internal teams $ 
Preparation and coodination of status meetings/updates $ 

Content development 

Review of new ESP web-based content posted in last quarter $ 
Selection of highlights for newsletter posting $ 

Editing for newsletter posting $ 
Graphic development for 4 quarterly electronic newsletters $ 

Programming of 4 quarterly electronic newsletters $ 
Administrative and accounting fees $ 

: Total, lntliiect Expenses $ 
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1.000 
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07300G.43

Program Title 

Program Overview 

Intended Audience 

Program Objectives 

Format 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

October 25, 2006 

CONFIDENTIAL 

10 I Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax21S.337.0960 

Program Summary: New Content Development 

The Emerging Solutions in Pain Seven Instruments of Assessment 

Medical Learning Solutions is proposing a slide audio addition to the original core 
tool kit to include a new module based on new information being studied by 
Peggy Compton, RN, PhD or Steven Passik, PhD regarding the seven key 
instruments of assessment for all pain patients anticipated to be released for 
publication in 2007. 

The primary audience of The Emerging Solutions in Pain Seven Instruments of 
Assessment Tool includes physicians, pharmacists, nurses and other health care 
professionals who provide care to patients with pain. 

The purpose of The Emerging Solutions in Pain Seven Instruments of 
Assessment is to educate clinicians on key topics relating to the Emerging 
Solutions in Pain initiatives. The tool will combine the latest findings from Dr. 
Passik's or Dr. Compton's peer-reviewed studies on appropriate assessment of 
pain and relative risk of opioid abuse. This will not only reinforce the ESP 
initiatives, but will also provide clinicians with a concise collection of assessment 
tools for their patients with chronic pain. 

Web-based slide audio learning module 

Medical Learning Solutions will announce and promote The Emerging Solutions 
in Pain Seven Instruments of Assessment slide audio learning module through 
the Emerging Solutions in Pain web site. The availability of this new tool will be 
highlighted in one of the ESP e-mail blasts, the ESP electronic newsletter, and 
the ESP exhibit booth. 

Medical Learning Solutions will coordinate the promotion of the Emerging 
Solution in Pain Seven Instruments of Assessment through the means of 
distribution outlined above. 

As a supplement to these primary methods, Medical Learning Solutions may 
request the assistance of Cephalon, Inc. sales representatives in the 
dissemination of information regarding this program to the medical community. 
The content of such information, however, is the responsibility of Medical 
Learning Solutions, and any such distribution will solely as a supplement to MLS' 
primary methods of announcement and promotion. Content developed for this 
program may also be repurposed as a CE-accredited enduring material and 
published on the ESP website at a later date. 

$39,363 
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07300G.44

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain: New Content Development 
Seven Instruments of Assessment Tool 

Proposed Budget 
October 25, 2006 

.. . , : ·: ·': . . . . Co~t $ut11t11i!try · . . 
. . . 

Approximate Total, Direct Expenses 

Total, Indirect Expenses 
. . 

•ESP: New_ Content Development, Seven Instruments of Assessment Tool 

./ ',·> ·• • ;: C,~~1,led'Btidget Itemization: Seven Instruments Assessment Tool 

Direct Expenses, Approximate 

Clinical expert honoraria, two faculty 

Transcription 
Miscellaneous (non-fulfillment shipping, faxes, etc.) 

~ ·~ :;·. 
/ ' \ , . ApproXimate .Total, Direct ~penses c• 

Indirect Expenses 

Project management 

Coordination with faculty 

Coordination with internal teams 

Preparation and coodination of status meetings/updates 

Medical/scientific services 

Research/preparation 

Outline creation 

Tool development 

Incorporation of revisions 

Proofreading 

Fact-checking 

Graphic design 

Creation of graphic user interface 

Creation of animations 

Typesetting, layout 

Programming 

Administrative and accounting fees 

.... ,: '"' •. , .. :, 
• co ,_: :·:';_->:-- "?'~/ .. ~. ,· raia,. tndin~i Expens.~s .. 
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$ 6,250 

$ 33,113 

$ 39,363 

$ 5,000 

$ 900 

$ 350 

$ · . 6;?50 

$ 3,300 

$ 1,800 

$ 900 

$ 1,400 

$ 2,400 

$ 8,000 

$ 3,200 

$ 500 

$ 500 

$ 750 

$ 3,850 

$ 1,000 

$ 5,200 

$ 313 

t - -.-' 
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07300G.45

Program Title 

Program Overview 

CE Provider 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

Program Summary: New Content Development 

The Emerging Solutions in Pain Core Leaming Module: Pain ard Addiction 101 Series 

Medical Learning Solutions is proposing to develop and produce an accredited 
series of video/multimedia programs focusing on basic information in the fields of 
pain and addiction through adaptation of content and video footage from the 1-
day pre-conference satellite symposium presented at the 2006 American 
Academy of Pain Management "Emerging Solutions in Pain: The Interface of 
Pain and Addiction". Modules will include the following topics:: 

• Understand Basic Neurobiology of Addiction as it Relates to Pain, 
presented by Peggy Compton, RN, PhD 

• Understanding the Multidimensional Experience of Pain and Addiction, 
Synergy of Pain and Addiction, presented by Seddon Savage, MD 

• Rational Pharmacotherapy of Pain, presented by Brian Ginsberg, MD 
• Multidimensional Solutions in Pain Management Non-medication 

Approaches, presented by Steven Stanos, DO 
• Pain, Dependency and Universal Precautions, presented by Doug 

Gourlay, MD 

Based on the need to educate clinicians in the assessment and treatment of 
chronic pain patients who may be at risk for abuse, addiction and diversion, the 
Pain and Addiction 101 Series will be accredited by a third-party CE vendor. 

The entire Series of Pain and Addiction 101 modules will be accredited for: 

• CME credit for physicians by the Accreditation Council for Continuing 
Medical Education. Each activity will be approved for a maximum of 3.5 
hours of category 1 credit toward the AMA Physician's Recognition 
Award. 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy 
Education. Each activity will be approved for a maximum of 3.5 credit 
hours (0.35 CEU) for Continuing Pharmacy Education 

• CNE credit for nurses. Each activity will be approved for a maximum of 
3.5 Contact Hours. 

Intended Audience The primary audience of The Emerging Solutions in Pain/ Pain and Addiction 101 
Series includes physicians, pharmacists, nurses and other health care 
professionals who provide care to patients with pain. 

Program Objectives The purpose of The Emerging Solutions in Pain/Pain and Addiction 101 Series is 
to educate clinicians on key topics relating to the Emerging Solutions in 
Pain initiatives. 

Format Multimedia web-based learning modules 
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07300G.46

Post-Activity 
Feedback 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

October 25, 2006 

CONFIDENTIAL 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

Program Summary: New Content Development 

Course evaluation forms will be required of all participants who seek to receive 
continuing education credit. Medical Learning Solutions will work with the third 
party CE vendor to summarize the information collected from these forms in a 
formal report to evaluate program effectiveness. 

Participants will evaluate the following as excellent, good, fair or poor: 
( 1) Overall content 
(2) Faculty teaching effectiveness 
(3) Fonnat 

Participants will also respond to the following questions: 
(1) How well did the program achieve its educational objectives? 
(2) Do you feel the program material was useful and practice-oriented? 
(3) Do you feel that the information provided in this educational activity will aid in 

improving patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic options? 
(5) Would you participate in future educational activities? 

Medical Learning Solutions and the third party CE vendor will announce and 
promote The Emerging Solutions in Pain/ Pain and Addiction 101 Series through 
the Emerging Solutions in Pain web site. The accredited multimedia learning 
modules will be highlighted in the ESP e-mail blasts, the ESP electronic 
newsletters, and the ESP exhibit booth. 

As a supplement to these primary methods, Medical Learning Solutions and the 
third party CE vendor may request the assistance of Cephalon, Inc. sales 
representatives in the dissemination of information regarding this program to the 
medical community. The content of such information, however, is the 
responsibility of Medical Learning Solutions, and any such distribution will solely 
be as a suppiement to MLS' primary methods of announcement and promotion. 

$98,485 

Page 38 

TEVA_AAMD_00861414 

P-29481 _ 00317



07300G.47

101 Washington St. Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain: New Content Development 

Pain and Addiction 101 
Proposed Budget 
October 25, 2006 

,. 
. CostSiJrnrri~iy(' ' 

Approximate Total, Direct Expenses 

Total, Indirect Expenses 

ESP: New Contenf Developmerit, Pain and Addiction 101 
. • 

J,.·.: .. ·; t;, ,·p,,,~,,~_at1d9'itlw.r!l~ation:.faln'.and:~({d(ctfc>ti '101 
Direct Expenses, Approximate 

Transcription 

Accreditation of program for CME, CPE, CNE 

Continuing Education participant certificates 

700 CE certificates; additional certificates to be charged at $15 each 

· Onslte equipment rental 

Travel (film crew) 

.. · /4ppro,am•te,Totat, Direct Exp~na.-

Indirect Expenses 

Project management 

Review of footage tor editing direction 

Coordination with internal teams, accreditor 

Preparation and coodination of status meetings/updates 

MMical/sclentlfic services 
Editing review 

Creation of additional self-assessment questions 

Creation of supporting documents for individual accredited self-study programs 

Proofreading 

Graphic design 
Creation of graphic user interface 

Adaptation of presentation slides to video fonnat 

Creation of animations, highlights, additional graphics 

Adaptation of symposium program material design for Internet program 

Typesetting, layout 

Filming of symposium 

Editing, programming 

Data management 

Management of participant database 

Data analysis and reporting 

Administrative and accounting fees 
·•,, . • }i ··.: ·::•;.·,·: · T6_~1,::lndff'!,Ct ~eit~ 

. •· :.•l '•.• •· ' 
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. 

$ 29,150 

$ 69,335 

$ 9.8;485 

· • : 

$ 1,400 

$ 7,500 

s 10,500 

$ 4,500 

s 5,250 

$ · 29;-150 

$ 6,200 

$ 2,400 

$ 1,200 

' . 
s 5,800 

$ 2,400 

$ 750 

$ 2,250 

$ 1,000 

$ 2,250 

$ 3,500 

$ 500 

$ 1,000 

$ 16,500 

$ 20,500 

$ 250 

$ 500 
$ 2,335 

$ 69;3~5 
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07300G.48

Program Title 

Program Overview 

Intended Audience 

Program Objectives 

Format 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

October 25, 2006 

CONFIDENTIAL 

10 I Washington Street 
Morrisville, Pennsylvania I 9067 

Phone 215.337.6100 
Fax 215.337.0960 

Program Summary: New Content Development 

The Emerging Solutions in Pain Urine Drug Test Interpretation Tool 

Medical Learning Solutions is proposing a multimedia tool that provides clinicians 
with answers to common questions regarding interpretation of urine drug testing 
results. The learning module will be supplemented with pop-up graphic bubbles 
that include definitions of specific results or metabolites, patient history or exam 
statistics, roll over data pop-ups in certain areas, etc. The format will be 
designed to engage the learner and create an interactive experience. 

The primary audience of The Emerging Solutions in Pain Urine Drug Test 
Interpretation Tool includes physicians, pharmacists, nurses and other health 
care professionals who provide care to patients with pain. 

The overall objective of the Urine Drug Test Interpretation Tool is to provide 
health care professionals with the basic understanding of urine drug testing 
results, terminology, and interpretation of results on the treatment of patients with 
pain and possible issues of abuse, misuse and addiction. 

Multimedia web-based learning module 

The Emerging Solutions in Pain Urine Drug Test Interpretation Tool will be 
available on the Emerging Solutions in Pain web site. The Urine Drug Test 
Interpretation Tool will be highlighted in one of the ESP e-mail blasts, the ESP 
electronic newsletter, and the ESP exhibit booth. 

Medical Learning Solutions will coordinate the Emerging Solution in Pain Urine 
Drug Test Interpretation Tool through the means of distribution outlined above. 

As a supplement to these primary methods, Medical Learning Solutions may 
request the assistance of Cephalon, Inc. sales representatives in the 
dissemination of information regarding this program to the medical community. 
The content of such infonnation, howeve;,- is the responsibility of Medical 
Learning Solutions, and any such distribution will solely as a supplement to MLS' 
primary methods of announcement and promotion. Content developed for this 
program may also be repurposed as a CE-accredited enduring material and 
published on the ESP website at a later date. 

$36,413 
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07300G.49

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain: New Content Development 
Urine Drug Test Interpretation Tool 

Proposed Budget 
October 25, 2006 

Approximate Total, Direct Expenses $ 

Total, Indirect Expenses $ 

ESP: New Content Development, Urine Drug Test Interpretation Tool $ 

Detailed Budget Itemization: How toRead a UDT Tool 
Direct Expenses, Approximate 

Clinical expert honoraria, two faculty $ 

Transcription $ 

Miscellaneous (non-fuHillment shipping, faxes, etc.) $ 

. ;_ ·;_:, :._._.. \ ,-.. : Approximate Total, Direct Expenses $ 

Indirect Expenses 

Project management 

Coordination with faculty $ 

Coordination with internal teams $ 

Preparation and coodination of status meetings/updates $ 

MedicaUscientific services 

Research/preparation $ 

Outline creation $ 

Tool development $ 

Incorporation of revisions $ 

Proofreading $ 

Fact-checking $ 

Graphic design 

Creation of graphic user interface $ 

Creation of animations $ 

Typesetting, layout $ 

Programming $ 

Administrative and accounting fees $ 

'. ,,~::-•:,:'_' ,,(?(. :,•y ::- · . .--•. Total, lnd,irect Expenses $ .- :_ 
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6,250 

30,163 

36,413 

5,000 

900 

350 

6,250 

3,300 

1,800 

900 

800 

1,600 

6,400 

950 

1,250 

1,000 

750 

3,850 

1,000 

6,250 

313 

30,163 
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07300G.50

Program Title 

Program Overview 

Intended Audience 

Program Objectives 

Format 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

October 25, 2006 

CONFIDENTIAL 

IOI Washington Street 
Morrisville, Pennsylvania I 9067 · 

Phone 215.337.6100 
Fax 215.3370960 

Program Summary: New Content Development 

The Emerging Solutions in Pain Urine Drug Testing Consensus Document 

Medical Learning Solutions is proposing the development of a consensus 
document based on the opinions of 5 to 7 key opinion leaders in the area of urine 
drug testing within the pain management and addiction medicine specialties. Dr. 
Howard Heit and Dr. Douglas Gourlay would serve as chairs of this initiative. 
The focus of the paper will be to provide healthcare professionals with a resource 
which presents a consolidated consensus opinion regarding the standards of use 
and interpretation of UDT in the field of pain management, as well as the 
implications of urine drug testing results on the treatment of chronic pain patients 
and possible issues of abuse, misuse and addiction. It is our hope that the 
faculty that are chosen will be affiliated with the major Pain Societies and might 
be able to assist in the possible endorsement from the associations. The 
consensus document would be submitted for publication with a peer-reviewed 
journal. 

The primary audience of The Emerging Solutions in Pain Accredited Monograph 
Series includes physicians, pharmacists, nurses and other health care 
professionals who provide care to patients with pain. 

The overall program objective is to provide healthcare professionals with a 
resource which presents a consolidated consensus opinion regarding the 
standards of use and interpretation of UDT in the field of pain management, as 
well as the implications of urine drug testing results on the treatment of chronic 
pain patients and possible issues of abuse, misuse and addiction. 

The consensus document will be submitted for publication with a leading peer
reviewed pain management journal. 

Reprints of the consensus document will be available at the Emerging Solution in 
Pain Exhibit Booth and on the Web Site for download. 

Medical Learning Solutions will coordinate the Emerging Solution in Pain 
Awareness Campaign through the means of distribution outlined above. 

As a supplement to these primary methods, Medical Learning Solutions may 
request the assistance of Cephalon. Inc. sales representatives in the 
dissemination of information regarding this program to the medical community. 
The content of such information, however, is the responsibility of Medical 
Learning Solutions, and any such distribution will solely as a supplement to MLS' 
primary methods of announcement and promotion. Content developed for this 
program may also be repurposed as a CE-accredited enduring material and 
published on the ESP website at a later date. 

$132,570 
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07300G.51

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain: New Content Development 

Urine Drug Testing Consensus Document 
Proposed Budget 
October 25, 2006 

. •• · .. ·\ .''_ .. ,<. · ,· :~ ... Cost S1,1minarv 

Approximate Total, Direct Expenses 

Total, Indirect Expenses 

· ESP: New Content Development, Urine Drug Testing Consensus Document 

. , . 
. . -.· - De~;led Budget Itemization: Urine Drug Tes'tlng Cc:msensus Document 

Direct expenses, Approximate 

Print materials 

Meeting kits to include agenda. handout materials in 4/c binder 

Speaker honoraria (4 faculty members + 1 moderator/chair) 

Speaker travel (air, OOP, hotel) 

ROI staff travel (air, OOP, hotel) 

Ground transportation 
• . . 

Venue rental fee 

Food & beverage (dinner, buffet breakfast, buffet lunch, two breaks) 

Audio/visual services 

Bridging for 2 pre-meeting conference calls 

References 

Transcription 

Miscellaneous (non-fulfillment shipping, faxes, FedEx, etc.) 

::.: : • ... ·.:: .; . Approximate_ Totii/, . QiriH.t Exp,mses 
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$ 42,300 

$ 84,050 

$ 126,350 

$ 1,500 

$ 15,000 

$ 5,750 

$ 3,450 

$ 1.000 

$ 1,000 

$ 4,500 

$ 6,000 

$ 600 

$ 1,500 

$ 1,500 

$ 500 

$ 42;300 
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07300G.52

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain: New Content Development 
Urine Drug Testing Consensus Document 

Proposed Budget 
October 25, 2006 

, t;)etailed Buc/getlteinization: Urine [)rug Testing,Consensus Docun:,erit-(con't) 

Project management 

Coordination with faculty 

Coordination with internal teams 

Indirect Expenses 

Preparation and coodination of status meetings/updates 

Coordinalion of possible document publication, association endorsements 

Medical writing 

Transcript review and supporting research 

Outline creation 

Creation of consensus document text 

Incorporation of revisions 

Proofreading 

Fact-checking 

Graphic design 

Creation of meeting slides 

Typesetting , layout of all meeting support materials 

Coordination of production of meeting materials 

Typesetting, layout of final consensus document 

Meeting management 

Venue coordination 

Travel coordination for faculty and staff 

Coordination of associated meeting logistics 

Onslte management (3 staff members) 

Administrative and accounting fees 

CONFIDENTIAL 
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$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

. . · J;9'tal, lndfi'ectE,cp~s • $ 

8,300 

3,400 

2,400 

12.400 

2,100 

1,400 

17,600 

2,400 

1,500 

2,800 

3,750 

2,250 

1,500 

4 ,500 

3,000 

5,400 

1,300 

4,800 

3,250 

84,050 
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07300G.53

Program Title 

Program Overview 

Intended Audience 

Program Objectives 

Format 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

October 25, 2006 

CONFIDENTIAL 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Pilone 215.337.6100 
Fax 21 S.337.0960 

Program Summary: New Content Development 

The Emerging Solutions in Pain Sample Patient File 

Medical Learning Solutions is proposing a multimedia version of a sample patient 
file showing the appropriate documentation needed in a pain patient's chart. A 
checklist of items including a sample opioid agreement, initial patient assessment 
and history, VIGIL sticker, UDT initial results, etc. will be included. Each item will 
also include call-out notes of important sidebars and tips. 

The primary audience of The Emerging Solutions in Pain Sample Patent File 
includes physicians, pharmacists, nurses and other health care professionals 
who provide care to patients with pain. 

The overall objective of the Sample Patient File is to provide guidance to 
clinicians in the appropriate documentation for a pain patient's chart. 
Establishing standard operating procedures within a clinical practice will assist 
clinicians in complying with state and federal regulations, and will contribute to 
improved outcomes in care. 

Multimedia web-based learning module 

The Emerging Solutions in Pain Sample Patient File will be available on the 
Emerging Solutions in Pain web site. The sample patient file will be highlighted in 
one of the ESP e-mail blasts, the ESP electronic newsletter, and the ESP exhibit 
booth. 

Medical Learning Solutions will coordinate the Emerging Solution in Pain Sample 
Patient File through the means of distribution outlined above. 

As a supplement to these primary methods, Medical Learning Solutions may 
request the assistance of Cephalon, Inc. sales representatives in the 
dissemination of information regarding this program to the medical community. 
The content of such information, however, is the responsibility of Medical 
Learning Solutions, and any such distribution will solely as a supplement to MLS' 
primary methods of announcef11ent and promotion. Content developed for this 
program may also be repurposed as a CE-accredited enduring material and 
published on the ESP website at a later date. 

$28,463 
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07300G.54

101 Washington St. Suite 11 O 
Morrisville, PA 19067 

Emerging Solutions in Pain: New Content Development 
Sample Patient File Tool 

Proposed Budget 
October 25, 2006 

Approximate Total, Direct Expenses $ 

Total, Indirect Expenses $ 

ESP: New Content Development, Sample Patient File Tool $ 

Detailfi<f Budget ttemiz,ation::Samt,1,r Patient File rr:iOt 
Direct Expenses, Approximate 

Clinical expert honoraria: content development, 2 faculty $ 

Transcription $ 

Miscellaneous (non-fulfillment shipping, faxes, etc.) $ 
: .; ·: ,-. .. -Approximate Total, Direct Expenses $ 

Indirect Expenses 

Project management 

Coordination with faculty $ 

Coordination with internal teams $ 

Preparation and coodination of status meetings/updates $ 

Medical I scientific services 

Research/preparation $ 

Outline creation $ 

Tool development $ 

Incorporation of revisions $ 

Proofreading $ 

Fact-checking $ 

Graphic design 

Creation of graphic user interface $ 

Creation of animations, graphics, charts $ 

Typesetting, layout $ 

Programming $ 

Administrative and accounting fees $ 
-\ \ . / :"- ::·: ·· _ Total, lndirectEJcpeiises $ 
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6,250 

22,213 

28,463 

5,000 

900 

350 

6,250 

3,300 

1,800" 

900 

600 

900 

4,450 

850 

575 

625 

750 

3,800 

450 

2,500 

713 

22,213 
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07300G.55

Program Title 

Program Overview 

CE Provider 

Program Summary: Print-Based Tactics 

IOI Washington Street 
Morrisville, PeMsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

The Emerging Solutions in Pain Accredited Monograph Series 

Medical Learning Solutions is proposing to develop and produce an accredited 
series of four, a.page monographs, directed toward physicians, phannacists, 
nurses and other health care professionals involved in the care of patients with 
chronic pain. This series of accredited monographs will initially be published in 
the Practical Pain Management Journal; all monographs will be available for 
credit online at the Emerging Solutions in Pain web site, as well. 

Based on the need to educate clinicians in the assessment and treatment of 
chronic pain patients who may be atrisk for abuse, addiction and diversion, the 
The Emerging Solutions in Pain Accredited Monograph Series will be accredited 
by a third party CE vendor. 

All articles in the Accredited Monograph Series will be accredited for: 

• CME credit for physicians by the Accreditation Council for Continuing 
Medical Education. Each activity will be approved for a maximum of one 
hour of category 1 credit toward the AMA Physician's Recognition 
Award. 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy 
Education. Each activity will be approved for a maximum of 1.0 credit 
hour (0.1 CEU) for Continuing Pharmacy Education 

• CNE credit for nurses. Each activity will be approved for a maximum of 
1.0 Contact Hours. 

Intended Audience The primary audience of The Emerging Solutions in Pain Accredited Monograph 
Series includes physicians, pharmacists, nurses and other health care 
professionals who provide care to patients with pain. 

Program Objectives The purpose of The Emerging Solutions in Pain Accredited Monograph Series is 
to educate clinicians on key topics relating to the Emerging Solutions in Pain 
initiatives. These topics may include, but are not limited to, the following: 

Format 

October 25, 2006 
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( 1) Assessing functionality in patients prescribed opioids for chronic pain 
(2) Urine drug testing and other methods for monitoring patients who are 

prescribed opioids 
(3) Issues relating to drug testing in patients who are prescribed opioids 
(4) Standards of care in pain management 
(5) Neurobiology of addiction 
(6) Legal issues associated with the prescription of opioids 

A series of four, eight.page accredited monographs in the Practical Pain 
Management Journal 
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07300G.56

Post-Activity 
Feedback 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

October 25, 2006 

CONFIDENTIAL 

Program Summary: Print-Based Tactics 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

Course evaluation forms will be required of all participants who seek to receive 
continuing education credit. Medical Learning Solutions will work with the third 
party CE vendor to summarize the information collected from these forms in a 
formal report to evaluate program effectiveness. 

Participants will evaluate the following as excellent, good, fair or poor: 
(1) Overall content 
(2) Faculty teaching effectiveness 
{3) Format 

Participants will also respond to the following questions: 
(1) How well did the program achieve its educational objectives? 
(2) Do you feel the program material was useful and practice-oriented? 
(3) Oo you feel that the information provided in this educational activity will aid in 

improving patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic options? 
(5) Would you participate in future educational activities? 

Medical Leaming Solutions and the third party CE vendor will announce and 
promote The Emerging Solutions in Pain Accredited Monograph Series primarily 
through advertisement at the Emerging Solutions in Pain web site. 

As a supplement to these primary methods, Medical Learning Solutions and the 
third party CE vendor may request the assistance of Cephalon, Inc. sales 
representatives in the dissemination of information regarding this program to the 
medical community, The content of such information, however, is the 
responsibility of Medical Learning Solutions, and any such distribution will solely 
be as a supplement to MLS' primary methods of announcement and promotion. 

$219,948 
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07300G.57

101 Washington St, Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain: Print-Based Tactics 

2007 PPMJ Accredited Monograph Series 
Proposed Budget 
October 25, 2006 

-- . •< -; _:_ . . .· ... , : . . ·cost Summary ,·,. 

Approximate Total, Direct Expenses 

Total, Indirect Expenses 

ESP: Print-Based Tactics, 2007 PPMJ Accredited Monograph Series 

__ ,_._-_:: -· · • Pet!illed Bt,dg~t ltetriiz~tlcfn: PPMJ Monijgraph Serl~ . 

Direct Expenses, Approximate 

Clinical expert honorarla 

Insert page charges, Practical Pain Management Journal 

Eight-page article printed on matte cover stock as journal insert 

Accreditation of program for CME, CPE, CNE 

Continuing Education participant certificates (estimate 7SO certificates per program) 

: '•t_ -.-:, ,(: .. _ :-·-· -:> .. ".'.. . .. 
Approximate Total, 1)/rect Expeiis'es 

< • 

Indirect Expenses 

Project management 

Coordination with faculty 

Coordination with internal teams, PPMJ staff, accreditor 

Preparation and coodination of status meetings/updates 

Medical services 

Topic/author identification/research 

Transcript review 

Outline creation 

Creation of monographs based on transcription, review with faculty 

Development of supporting verbiage (needs assessment, objectives, etc.) and self-assessment 

Incorporation of revisions 

Proofreading 

Fact-checking 

Production services 

Layout and typesetting of articles 

Creation of supporting web pages for online posting 

Programming of monographs, archiving 

Data management 

Administrative and accounting fees 

:>??'>'t'.,( ·-••;\,"i:·>;i./ .. :t/··- ·::•; · 
- ... 

1t>~t;l~di~t~s~ . . 
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$ 164,000 

$ 55,948 

$ 219,948 

$ 20,000 

$ 88,000 

$ 32,000 

$ 24,000 

$ 164,000 

$ 1,800 

$ 1,800 

$ 300 

$ 4,800 

$ 2,400 

$ 3,200 

$ 12,350 

$ 2,400 

$ 4,800 

$ 3,000 

$ 8,000 

$ 1,750 

$ 250 

$ 3,800 

$ 2,000 

$ 3,298 

·- .... ~ 
$ ,, .·55;948 
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07300G.58

Program Title 

Program Overview 

CE Provider 

Program Summary: Print-Based Tactics 

IOI Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax215.337.0960 

The Emerging Solutions in Pain 2006 Monograph Collection 

Medical Learning Solutions is proposing to collect and reaccredit the series of 8 
monographs developed during 2006, and release the collection as a single print 
printed document. 

Based on the need to educate clinicians in the assessment and treatment of 
chronic pain patients who may be at risk for abuse, addiction and diversion, the 
The Emerging Solutions in Pain 2006 Accredited Monograph Series will be 
accredited by a third party CE vendor. 

All monographs in the collection will be accredited for: 

• CME credit for physicians by the Accreditation Council for Continuing 
Medical Education . Each activity will be approved for a maximum of one 
hour of category 1 credit toward the AMA Physician's Recognition 
Award. 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy 
Education. Each activity will be approved for a maximum of 1.0 credit 
hour (0.1 CEU) for Continuing Pharmacy Education 

• CNE credit for nurses. Each activity will be approved for a maximum of 
1.0 Contact Hours. 

Intended Audience The primary audience of The Emerging Solutions in Pain 2006 Accredited 
Monograph Collection includes physicians, pharmacists. nurses and other health 
care professionals who provide care to patients with pain. 

Program Objectives The purpose of The Emerging Solutions in Pain 2006 Accredited Monograph 
Collection is to educate clinicians on key topics relating to the Emerging 
Solutions in Pain initiatives. The topics that will be included in the collection are: 

October 25, 2006 
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1) Determining the Risk of Opioid Abuse by Lynn R. Webster. MD 

2) The Connection Between Cigarette Smoking and Aberrant Drug-Taking 
Behavior in Opioid Therapy for Chronic Pain by Lara Dhingra, PhD and 
Steven Passik, PhD 

3) VIGIL: A five-step process approach to opioid prescribing and 
dispensing; An interview with David 8. Brushwood, RPh, JD 

4) Relating Central Sensitization and Hyperalgesia to Opioid Pain 
Management and Preemptive Analgesia by Jeffrey A. Gudin, MD 

5) Pain Patients at Risk of Abuse and Those with Comorbid 
Psychopathology: A Guide to Identification and Treatment by Rafael 
Miguel, MD 

6) The unequal burden of pain: confronting racial and ethnic disparities in 
pain by April Hazard-Vallerand, RN, PhD 
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07300G.59

Post-Activity 
Feedback 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

October 25, 2006 

CONFIDENTIAL 

Program Summary: Print-Based Tactics 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

7) Multidisciplinary and interdisciplinary management of chronic pain by 
Steve Stanos, DO 

8) What Role Does Age Play in the Management of Chronic Pain in Adult 
Patients? by Bill H .. McCarberg, MD 

Course evaluation forms will be required of all participants who seek to receive 
continuing education credit. Medical Learning Solutions will work with the third 
party CE vendor to summarize the information collected from these forms in a 
formal report to evaluate program effectiveness. 

Participants will evaluate the following as excellent, good, fair or poor: 
(1) Overall content 
(2) Faculty teaching effectiveness 
(3) Format 

Participants will also respond to the following questions: 
(1) How well did the program achieve its educational objectives? 
(2) Do you feel the program material was useful and practice-oriented? 
(3) Do you feel that the information provided in this educational activity will aid in 

improving patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic options? 
(5) Would you participate in future educational activities? 

Medical Leaming Solutions and the third party CE vendor will announce and 
promote The Emerging Solutions in Pain 2006 Accredited Monograph Collection 
primarily as a giveaway at the Emerging Solutions in Pain exhibit booth. 

As a supplement to these primary methods, Medical Learning Solutions and the 
third party CE vendor may request the assistance of Cephalon, Inc. sales 
representatives in the dissemination of information regarding thi:;; program to the 
medical community. The content of such information, however, is the 
responsibility of Medical Learning Solutions, and any such distribution will solely 
be as a supplement to MLS' primary methods of announcement and promotion. 

$54,384 
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07300G.60

101 Washington St, Suite 11 0 
Morrisville, PA 19067 

Emerging Solutions in Pain: Print-Based Tactics 

2006 Accredited Monograph Collection 
Proposed Budget 
October 25, 2006 

. ·• . Co.s(:'S,1,1,nfuary .. • · .. 
Approximate Total, Direct Expenses 

Total, Indirect Expenses 

ESP: Print-Based Tactics, 2006 Accredited MonofJraph Collection 

.. 
• .. > -Qetailed B_µdg~t!(~mi,z.~#,Qn_: ~006 l,fonograph Collec;tion .. 

Direct Expenses, Approximate 

Printing, quantity 2,000 
Includes printing of 40-page saddle-stitched booklet, reproducing all 2006 PPMJ monographs 

Accreditation of program for CME, CPE, CNE 

Continuing Education participant certificates (estimate 750 certificates per program) 
Miscellaneous (non-fulfillment shipping, faxes, etc.) 

. .. -- .,.)';,:,::· .. • . . ... Jv,proxirr,ate Total, DirectExpe11ses 

Indirect Expenses 

Project management 

Coordination with internal teams. accreditor 

Preparation and coodination of status meetings/updates 

MedicaUscientific services 

Editing review 

Creation of supporting documents for individual accredited self-study programs 

Proofreading 

Graphic design 

Typesetting , layout 

Coordination with print vendor 

Administrative and accounting fees 
.. . , ..... _ .. : .. 

Total, Indirect Expenses • , . ! -. ~ 
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$ 43,350 

$ 11 ,034 

$ 54,384 

$ 30,000 

$ 5,000 

$ 8,000 

$ 350 

$ 43,350 

$ 2,400 

$ 600 

$ 1,400 

$ 800 

$ 1,000 

$ 3,125 

$ 625 

$ 1,084 

. $ 11,034 
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07300G.61

Program Title 

Program Overview 

IO I Washington Street 
Morrisville, Pennsylvania 19067 

Phone 21S.337.6100 
Fax 215.337.0960 

Program Summary: Exhibition Booth Series 

The Emerging Solutions in Pain Meet the Expert Exhibit Booth 

Medical Learning Solutions is proposing to continue utilizing the Meet the Experts 
Booth as an informational and interactive display for educating clinicians in the 
Emerging Solutions in Pain initiatives at national congresses and association 
meetings. A recent survey by a leading pharmaceutical journal suggested that 
clinician attendees perceive the greatest benefit from self-directed exposure to 
information presented in an exhibit hall, and that information presented by 
pharmaceutical representatives may be viewed as being biased and/or of lesser 
value. 1 The experience of the 2005 and 2006 Emerging Solutions in Pain exhibit 
booth series strongly supports these survey findings, as clinician response to the 
educational, non~branded information presented at the ESP booth is uniformly 
positive. At the ESP booth, clinicians may interact with key opinion leaders in an 
informal, one-on-one session, may learn about the informational tools and 
resources available through the ESP initiative, and may receive self-study 
educational programs and activities. In 2007, Medical Learning Solutions is 
proposing to tailor Booth activities to the size and specific purpose of the 
congress or association . Thus, at larger meetings, the full Meet the Expert Booth 
will be utilized, while a smaller Emerging Solutions in Pain Booth will be 
displayed at smaller congress and association meetings. 

Over the past two years MLS has repurposed a booth that was designed and 
built for another purpose. As a cost-savings measure, MLS has created new 
graphics, design elements, functional space, and interactive elements to tie in 
with the existing structure and with the overall theme of Emerging Solutions in 
Pain. This structure is dated and constructed of heavy materials, adding to the 
cost of shipping and drayage, as well as on-site labor charges due to the difficulty 
in set-up challenges. In 2007, MLS will therefore update both the graphic 
imagery and design of the booth to coincide with that of the web site and to 
streamline the functionality of the exhibit booth and space. Functionality for the 
full-size Meet the Expert Booth will include a seating area for meeting attendees 
to interact with Emerging Solutions in Pain clinical experts; computer terminals 
featuring interactive displays highlighting the Emerging Solutions in Pain 
initiatives, membership registration for the Emerging Solutions in Pain Web Site, 
and the Emerging Solutions in Pain Tool Kit. The smaller Emerging Solutions in 
Pain Booth will focus on interactive displays of the Tool Kit and video highlights 
of previous Meet the Expert presentations; membership registration; and 
distribution of the Emerging Solutions in Pain Toot Kit. 

Intended Audience The primary audience of the Emerging Solutions in Pain Meet the Experts Booth 
will be physicians, pharmacists, nurses and other allied health care professionals 
who provide care to patients with chronic pain and who attend selected national 
association meetings and congresses. MLS is proposing to utilize the full-size 
exhibit booth at three national association meetings, and the mini exhibit booth at 
four national association meetings in 2007; each association conference 
demographic profile and other scientific agenda, and public relations infonnation 
and will be analyzed an a continuing basis throughout the year to determine the 
best audience reach and utilization of exhibit booth funds. Possible meetings for 
both options are listed in below. 
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Phone 215 .337.6100 
Fax 215.337.0960 

Program Summary: Exhibition Booth Series 

Potential Meetings, Full-Size (20' x 20' island) Exhibit Booth 
• American Academy of Pain Medicine 
• American Pain Society 
• American Academy of Pain Management 
• American Academy of Physical Medicine and Rehabilitation 

Potential Meetings, Mini (1 O' x 20" in-line) Exhibit Booth 
• American Society forAddiction Medicine 
• American Society for Pain Management Nurses 
• International Conference on Pain and Chemical Dependency 
• American Association for the Treatment of Opioid Dependence 
• Academy of Managed Care Pharmacy 
• American Academy of Physician Assistants 
• American Society of Regional Anesthesia and Pain Medicine 

Program Objectives The purpose of the Emerging Solutions in Pain Meet the Expert Booth is to 
disseminate information concerning the Emerging Solutions in Pain initiative to 
clinicians practicing in the field of pain management, and to educate those 
clinicians on the assessment and monitoring of pain patients, and on good 
practice management techniques. Clinicians visiting the booth will have 
opportunities to: 
(1) Interact with Emerging Solutions in Pain clinical experts in small discussion 

groups, focusing on tools and strategies that will contribute to a proper 
balance of pain control and risk minimization (full-size Meet the Expert Booth 
only) 

(2) View multi-media, interactive programs highlighting the issues associated 
with minimization of misuse, abuse and addiction, the Emerging Solutions in 
Pain Tool Kit and associated case studies 

(3) Utilize interactive survey terminals to allow participants to earn one of the set 
of five faces of pain stress relievers giveaway 

(4) Review ESP symposia audio tracks through next day download post all live 
meetings, via an MP3 docking station available at the booth for those 
healthcare professionals that were unable to attend the symposium during 
the conference 

(5) Receive copies of the Emerging Solutions in Pain Tool Kit CD-ROM and 
other support materials, such as the Mini-Disc Publication and the ESP 
Accredited Monograph collection. 

(6) Gain exposure to the resources available at the Emerging Solutions in Pain 
Web Site, and register as a "member", thereby expediting their ability to 
access online resources 

Format An interactive meeting booth, to be presented at national association meetings 
and congresses. The full-size Meet the Expert Booth will feature live peer-to
peer interactions with Emerging Solutions in Pain clinical experts, as well as 
interactive, multimedia programs that highlight the Emerging Solutions in Pain 
initiatives. The smaller Emerging Solutions in Pain Booth will focus on educating 
clinicians in the availability of the Emerging Solutions in Pain initiatives. 
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Distribution 

Request for 
Sponsor Support 

Total Budget: 

101 Washington Street 
Morrisville, Pennsylvania I 9067 

Phone 215.337.6100 
Fax 215.337.0960 

Program Summary: Exhibition Booth Series 

The Emerging Solutions in Pain Meet the Expert Booth will be available at 
selected national association meetings and congresses; meetings identified to 
date include the AAPM, APS, ASPMN, ICPCD, AATOD, AMCP, AAPMgmt, 
AAPA, ASRA and ASAM. The announcement of the Booth will be made via 
direct mail to registered meeting attendees and members, and via journal and/or 
banner advertisements. Information at the Booth will be provided by Emerging 
Solutions in Pain clinical experts and by Medical Learning Solutions staff 
members. 

Medical Learning Solutions is promoting the Emerging Solutions in Pain Meet the 
Experts Booth through a variety of methods, including direct mail, publication of a 
multimedia Mini-Disc, and journal and banner advertisements. 

As a supplement to these primary methods, Medical Leaming Solutions may 
request the assistance of Cephalon, Inc. sales representatives in the 
dissemination of information regarding this program to the medical community. 
The content of such information, however, is the responsibility of Medical Leaming 
Solutions, and any such distribution will solely as a supplement to MLS' primary 
methods of announcement and promotion. Content developed for this program 
may also be repurposed as a CE-accredited enduring material and published on 
the ESP website at a later date. 

$846,189 

1 Mapes, S and Padden K. Conventional Wisdom. Pharma Exec. March 2006. 
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2007 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 
October 25, 2006 

Program, Pararri~ters 
Number of Exhibitions of the Full-Size 20x20 ESP Booth I 

Number of Exhibitions of the Mini 10x20 ESP Booth I 

Cost Summary 

One-Time Expenses 

Approximate Total, Direct Expenses $ 

Indirect Expenses $ 

Subtotal, One-Time Expenses $ 

Fu/I-Size, 20x20 Exhibit Booth Series, 3 Meetings Total 

Approximate Total, Direct Expenses $ 

Total, Indirect Expenses $ 

Subtotal, Full-Size 20x20 Exhibit Booth Series , 3 Meetings Total $ 

Mini 10x20 Exhibit Booth Series, 4 Meetings Total 

Approximate Total. Direct Expenses $ 

Total , Indirect Expenses $ 

Subtotal, Mini 10x20 Exhibit Booth Series. 4 Meetings Total $ 

Per Meeting 

$ 

$ 

- $ 

88,400 $ 

47,298 $ 

135,698 $ 

39,750 $ 

38,148 $ 

77,898 $ 

· Total Costofthe.2007 ESP Exhibition Booth Series $ 
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Total 

90,500 

37,000 

127,500 

265,200 

141,895 

407,095 

159,000 

152,593 

311,593 

846,189 
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101 Washington ST, Suite 110 
Morrisville, PA 19067 

2007 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 

Refurbishing of current 20x20 booth 

MP3 docking station 

Survey station 

Faces of pain booth giveaway, 2000 quantity 

Symposia audio series 

Miscellaneous (non-fulfillment shipping, faxes, etc.) 

October 25, 2006 

Direct Expenses, Approximate 

Per Meeting 

$ 

$ 

$ 

$ 

$ 

$ 

Scill(a~I; One-Time Approximate Direct ~siis $ 

Indirect Expenses 

Project management 

Coordination with internal teams 

Coordination with third-party booth vendor 

Preparation and coodination of status meetings/updates 

Medlcal/scientific services 

Creation of new text for booth graphics 

Creation of supporting text for new booth functionality 

Proofreading 

Graphic design 

Graphic design for new booth graphics 

Graphic design, layout for docking station, survey station, giveaway 

Programming for incorporation of new booth hardware functionality 

Coordination with third-party vendors 

Administrative, accounting fees 

CONFIDENTIAL 

Per Meeting 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

.SiJ~total, pne-Tlm.e lnrJlrect Exper,!¥~ $ 
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Total 

50,000 

5,000 

2,500 

30,000 

2,000 

1,000 

.,90;500 

Total 

4,500 

3,500 

1,500 

3,200 

2,750 

2,250 

9,500 

2,750 

4,250 

1,000 

1,800 

, 31-;ooo 
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101 Washington ST, Suite 110 
Morrisville, PA 19067 

2007 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 
October 25, 2006 

D,¢tailed Bu.(ige( Itemization: Full-Si~e; ;2o"'~P-~#Jibit Boof,h Seri~ 
Direct Expenses, Approximate 

Per Meeting 

Exhibit space plus liability insurance $ 14,800 
Booth set-up/tear-down $ 22,900 

Includes floor plan , shop prep, installation and dismantling including labor supervision, 
travel 

Equipment rental $ 10,600 
lndudes rental of computer units, plasma screen, switcher unit, audio w/ lav mic, electrical, 
telecommunication links, chairs, carpeting, etc. 

Shipping of booth to meeting site $ 8,800 
Shipping of supplies $ 2,100 

Includes shipping of mini-discs, Tool Kits, etc. to meeting site and delivery to booth 
charges 

Badge Reader System (3 units) $ 800 
Booth advertisement 

Advertisement in meeting catalog/publication (full page, 4/c} $ 3,000 

Booth posters, printing $ 900 

KOL expenses: two KOL faculty 

Honoraria $ 12,000 

Travel: air, hotel, ground. OOP $ 4 ,300 

. F acuity registration $ 1,000 
ROI expenses: three ROI staff 

Travel: air, hotel, ground. OOP $ 6,900 
Exhibitor registration $ 300 

Approximate. Tot,/1I, Dfr~~t:Jllt1s_efi, $ 88,400 . 
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Total, 3 Meetings 

$ 44,400 

$ 68,700 

$ 31,800 

$ 26,400 

$ 6,300 

$ 2,400 

$ 9,000 

$ 2,700 

$ 36,000 

$ 12,900 

$ 3,000 

$ 20,700 

$ 900 

$ 265,20.0 -
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101 Washington ST, Suite 110 
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2007 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 
October 25, 2006 

.. De:tailedBqdget ltepjij;J.t!on:Fi!{l;$./i~. iQt~,qX_hibifeootlj S~ries (i;on't) 
Indirect Expenses 

Per Meeting 

Project management 

Coordination with conference vendors $ 1,800 

Coordination with KOLs for The Doctor is In schedule $ 2,700 

Coordination of pre-meeting processes $ 6,150 

Coordination of booth advertising and other support materials $ 1,800 

Coordination with internal teams $ 1,950 

Preparation and coodination of status meetings/updates $ 600 

Medical / scientific services 

Development of copy for meeting advertisements $ 450 

Development of copy for plasma screen loop, other booth support materials $ 1,050 

Proofreading $ 1,000 

Graphic design / production services 

Adaptation of display graphics for plasma loop and all associated tickers $ 2 ,000 

Typesetting and layout of booth posters $ 750 

Typesetting and layout of advertisements (direct mail plus meeting catalog) $ 1,750 

Coordination with third-party print vendors $ 500 

Conference management services 

Management of pre-meeting booth set-up $ 3,000 

Management of post-meeting booth tear-down $ 3,350 

Staffing of t,,:,oth during meeting $ 14,700 

Coordination with KOLs during meeting $ 1,950 

Administrative and accounting fees $ 1,798 
·-;,-,,,, ,..,_' ,..,_: · ,._,: · .. -".-: .;•• . ·: ~ , .. . . ..• '.. ; '.'. >_(c.:·?f p_~,lndfiifi:t_'.~~e¥ :s· ·47,:2110 · 

.. , .. - ·. -.::-: · · 
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Total, 3 Meetings 

$ 5,400 

$ 8,100 

$ 18,450 

$ 5,400 

$ 5,850 

$ 1,800 

$ 1,350 

$ 3,150 

$ 3,000 

$ 6 ,000 

$ 2,250 

$ 5,250 

$ 1,500 

$ 9,000 

$ 10,050 

$ 44,100 

$ 5,850 

$ s,3g5 

$ 
, .· 

•. 141-;~~s: ., 
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101 Washington ST, Suite 110 
Morrisville. PA 19067 

2007 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 
October 25, 2006 

.~~~I/eel Budget #emii~ii911:)~f.i6f,: 1 O~~q:£:.xhibitBooth ·series 

Direct Exaenses, Approximate 

Per Meeting 

Exhibit space plus liability Insurance $ 6,250 
Booth set-up/tear-down $ 8,000 

Includes II0Of plan . shop prep. installation and dismantling including labor supervision, 
travel 

Equipment rental $ 6,750 
Includes rental of computer units, plasma screen, switcher unit, audio wl lav mic, electrical, 
telecommunication links, chairs, carpeting, etc. 

Shipping of booth to meeting sit& $ 8,000 
Shipping of supplies $ 2,200 

Includes shipping of mini-discs. Tool Kits, _etc. to meeting site and delivery to booth 
charges 

Booth advertisement 

Advertisement in meeting catalog/publication (full page, 4/c) $ 3,000 
Booth posters, printing $ 750 

ROI expenses: three ROI staff 

Travel: air, hotel, ground, OOP $ 4,600 
Exhibitor registration $ 200 

. • . . Approximat11 To~t/ Direct Expenses . . - $ 39,750. 
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Total, 4 Meetings 

$ 25,000 

$ 32,000 

$ 27,000 

$ 32,000 

$ 8,800 

$ 12,000 

$ 3,000 

$ 18,400 

$ 800 

$ 159,000 
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101 Washington ST, Suite 11 0 
Morrisville, PA 19067 

2007 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 
October 25, 2006 

:·-··• ···:;; .. · ·. . •· .. ,Petllil~cfJJ'i,_cfgf!t#,lflit~tfon: M.itJl; t10.J(i(J, .. f;xl,J1Jl(l£J'ciqJh • Seii~. (con 't) 
Indirect Expenses 

Per Meeting 

Project management 

Coordination with conference vendors $ 1,500 

Coordination of pre-meeting processes $ 5,700 

Coordination of booth advertising and other support materials $ 1,750 

Coordination with internal teams $ 1,950 

Preparation and coodination of status meetings/updates $ 600 

Medical / scientific services 

Development of copy for meeting advertisements $ 450 

Development of copy for plasma screen loop, other booth support materials $ 1,050 

Proofreading $ 1,000 

Graphic design I production services 

Adaptation of display graphics for plasma loop and all associated tickers $ 2,000 

Typesetting and layout of booth posters $ 750 

Typesetting and layout of advertisements (direct mail plus meeting catalog) $ 1,750 

Coordination with third-party print vendors $ 500 

Conference management services 

Management of pre-meeting booth set-up $ 2,850 

Management of post-meeting booth tear-down $ 3,000 

Staffing of booth during meeting $ 12,400 

· Administrative and accounting fees $ 898 

\/A\,:,_,_,;.' .. , ,- ·:·,1_;, >>: '· ;, 
·· . fo.'fal/Indirect Eiipeiis♦ii $ 38,·148 
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Total, 4 Meetings 

$ 6,000 

$ 22,800 

$ 7,000 

$ 7,800 

$ 2,400 

$ 1,800 

$ 4,200 

$ 4,000 

$ 8,000 

$ 3,000 

$ 7,000 

$ 2,000 

$ 11,400 

$ 12,000 

$ 49,600 

$ 3,593 

,$ 152,593 
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Program Summary: Audience Expansion _ Tactics 

Program Title 

Program Overview 

Intended Audience 

Program Objectives 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

October 25, 2006 

CONFIDENTIAL 

The Emerging Solutions in Pain Scholarship Fund 

ESP Scholarship Fund is a program designed to grow the number of new ESP 
members and to develop new thought leaders in the specialty of pain 
management and addiction management. It is also designed to introduce and 
involve up-and-coming physicians and nurses into the pain management 
community and to provide benefits to ESP by encouraging them to research and 
write. Scholarship recipients will receive registration fees, airfare, hotel and small 
stipend. The recipient will be asked to write abstracts of conference plenary 
sessions that will be posted on the ESP web site. 

The potential recipients include residents, fellows and RNs, who provide care to 
patients with chronic pain. 

The overall objective of the scholarship fund is to expand the audience of 
Emerging Solutions in Pain to residents, fellows and nurses in the area of pain 
management and addiction medicine at the beginning of their careers. 

Scholarship application process on ESP web site administered by MLS based 
upon recommendations by ESP faculty. 

Medical Learning Solutions will coordinate the Emerging Solution in Pain 
Scholarship Fund through the means of distribution outlined above. 

As a supplement to these primary methods, Medical Learning Solutions may 
request the assistance of Cephalon, Inc sales force. in the dissemination of 
information regarding this program to the medical community. The content of 
such information, however, is the responsibility of Medical Learning Solutions, 
and any such distribution will solely be as a supplement to MLS' primary methods 
of announcement and promotion. Content developed for this program may also 
be repurposed as a CE-accredited enduring material and published on the ESP 
website at a later date. · 

$32,507 
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101 Washington St, Suite 11 0 
Morrisville, PA 19067 

Emerging Solutions in Pain: Audience Expansion Tactics 

ESP Scholarship Fund 
Proposed Budget 
October 25, 2006 

. :' \/< . , .. , .. ·· :':""i:"·-\: ·. : .. ·. 'CQSt,$ummaiy . .. _;-_. . 

Approximate Total, Direct Expenses 

Total, Indirect Expenses 

ESP: Audience Expansion Tactics, Quarterly Electronic Journal Club 

Direct Expenses, Approximate 

ESP clinician scholarship, quantity: four 

Includes registration . travel and stipend for selected clinician to one national association meeting/congress 

Miscellaneous (non-fulfillment shipping, faxes, etc.) 

Indirect Expenses 

Project management 
Coordination with ESP KOLs for recruitment of, references for and/or selection of potential schOlarship 
awardees 

Selection of scholarship awardees 

Coordination with scholarship awardees 

Coordination with internal teams 

Preparation and coodination of status meetings/updates 

Medic:al/seientific services 

For creation of verbiage announcing scholarship fund , other associated text 

Graphic design 

Layout and typesetting of documents associated with scholarship announcement 

Adaptation of print documents to web 

Data management 

Administrative and accounting fees 
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$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ . 

$ 

$ 

$ 

$ 

$ 

$ 

20,350 

10,157 

30,507 

20,000 

350 

20,350 

2,100 

2,700 

1,200 

750 

450 

800 

750 

250 

750 

407 

. 10,157 . 
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Program Summary: Audience Expansion Techniques 

Program Title 

Program Overview 

The Emerging Solutions in Pain (ESP) Electronic Journal Club 

Medical Leaming Solutions is proposing a quarterly accredited electronic journal 
club targeted to residents and fellows who have an interest in increasing their 
knowledge and understanding in the fields of pain management and addiction. 

MLS is recommending that a panel of ESP KOLs be convened to review relevant 
journal articles in an online forum on a quarterly basis. The recommended 
program protocol would be as follows: 
(1) An ESP KOL would recommend a relevant article 
(2) MLS would email the article to all registered members of the ESP Electronic 

Journal Club 
(3) The ESP KOL panel would write brief reviews and commentaries of the 

article which would all be posted on the Journal Club page of the ESP 
website 

(4) Registered members of the journal club may submit questions concerning 
either the articles or reviews to MLS, who would then submit questions to 
the most appropriate KOL 

(5) MLS would track each journal club member's review of the article and 
associated KOL review and commentaries 

(6) Journal club members who completed all sections would receive CE credit 
upon completion of the associated self-assessment and evaluation 

(7) The completed programs will be archived on the website for reference by 
the ESP membership 

Intended Audience The primary audience will include residents and pain fellows; secondary 
audiences will include physicians, nurses, physician assistants, and other health 
care professionals who provide care to patients with chronic pain . 

Program Objectives The overall objective of the 2007 ESP Electronic Journal Club is to increase 
awareness of the Emerging Solutions Pain initiatives, and the accompanying 
tools and resources, among residents and fellows with an interest in increasing 
their understanding of pain management. Articles will be selected based on 
publication in peer-reviewed medical research journals, and on topics relating to 
the Emerging Solutions in Pain initiatives. These topics may include, but are not 
limited to, the following: 

October 25 , 2006 

CONFIDENTIAL 

(1) Assessing functionality in patients prescribed opioids for chronic pain 
(2) Urine drug testing and other methods for monitoring patients who are 

prescribed opioids 
(3) Determining relative risk of opioid abuse 
(4) Issues relating to drug testing in patients who are prescribed opioids 
(5) Standards of care in pain management 
(6) The importance of interdisciplinary teams in effective pain management 
(7) Neurobiology of addiction 
(8) Legal issues associated with the prescription of opioids 
(9) Evidence-based medicine 
(10) Research design 
(11 )Application guidance of empirical findings into everyday practice 
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Program Summary: Audience Expansion Techniques 

Format 

Distribution 

Request for 
Sponsor Support 

Total Budget: 

October 25, 2006 

CONFIDENTIAL 

The 2007 ESP Electronic Journal Club will be presented as an Internet-based 
program, in which members will read the selected articles and associated 
reviews generated through ESP-generated emails or directly on the ESP 
website. 

Invitations will be extended to residents and fellows to register for and participate 
in the ESP Electronic Journal Club through multiple sources, including the ESP 
website, ESP blast e-mails and the ESP Electronic Newsletter Series. 
Supplemental recruitment will also occur through announcement at other ESP
sponsored events, such as at the ESP exhibit booth and at ESP-sponsored live 
symposia. 

Medical Learning Solutions will coordinate the Emerging Solution in Pain 
Electronic Journal Club through the means of distribution outlined above. 

As a supplement to these primary methods, Medical Learning Solutions may 
request the assistance of Cephalon. Inc sales force. in the dissemination of 
information regarding this program to the medical community. The content of 
such information, however, is the responsibility of Medical Leaming Solutions. 
and any such distribution will solely be as a supplement to MLS' primary methods 
of announcement and promotion. Content developed for this program may also 
be repurposed as a CE-accredited enduring material and published on the ESP 
website at a later date. 

$132,570 
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101 Washington St. Suite 110 
Morrisville, PA 19067 

Emerging Solutions in Pain: Audience Expansion Tactics 
Quarterly Electronic Journal Club 

Proposed Budget 
October 25, 2006 

.. , " . 9e>st $umm!frv: · 
. , 

: 

Approximate Total, Direct Expenses 

Total, Indirect Expenses 

ESP: Audience Expansion T,actics, Quarterly IElectronic JQumal Club* 

• Four articles total 

. Q♦.~i(ed iji,lqg~t lterriiZ.ijtioiJ: .. Quattfl,:fy./i/fir;tn,nic Joqrha/ <;lub . 
Direct Expenses, Approximate 

Clinical expert honoraria 

Accreditation of program for CME, CPE, CNE 

Continuing Education participant certificates (estimate 750 certificates per program} 
Miscellaneous (non-fulfillment shipping, faxes, etc.) 

')\. ·•·: , ~-, >-~ :- ':•c i;- ·:,. ·"·' '''App~Wfate.Tota1; Direct &pinses · .. 

Indirect Expenses 

PrOject management 

Coordination with faculty 

Coordination with internal teams, accreditor 

Participant communication 

Coordination of participant comments/questions 

Preparation and coodination of status meetings/updates 

Medical/scientific services 

Topic/author identification/research 

Creation of article summary 

Development of supporting verbiage (needs assessment, objectives, etc.) and self-assessment 

Review, editing of comments 

Proofreading 

Fact-checking 

Graphic design 

Typesetting, layout of all participant communications 

Typesetting, layout of program-related materials 

Programming, journal distribution 

Archiving 

Administrative and accounting fees 

,,., .. ,._. -~· / ·_,:-.,.,(·· _.c-,, :-;; ,-; .. ::.~,: ./:;,;'\ .. . •·. 
. ; ' .. \: . t~ta,; ~direct,&P.eri#es 
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$ 66,350 

$ 66,220 

$ 132,570 

$ 10,000 

$ 32,000 

$ 24 ,000 

$ 350 

$ 66,350 

$ 8,400 

$ 1,200 

$ 1,800 

$ 6,000 

$ 600 

$ 2,400 

$ 6,600 

$ 2,400 

$ 9,200 

$ 3,000 

$ 6.000 

$ 1,000 

$ 2,900 

$ 9,400 

$ 4,000 

$ 1,320 

$ " 66;220 
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Program Title 

Program Overview 

Intended Audience 

Program Objectives 

Format 

Distribution 

Request for 
Sponsor Support 

Total Budget: 
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ID l Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215337.6100 
Fax 215.337.0960 

Program Summary: Pain Awareness Campaign 

The Emerging Solutions in Pain Awareness Campaign 

Medical Learning Solutions is proposing to increase the number of health care 
professionals who are aware of the Emerging Solutions in Pain initiative through 
the development and implementation of a coordinated series of advertising 
campaigns in 2007. The goal of this awareness campaign is to expand the reach 
of the Emerging Solutions in Pain initiatives to health care professionals who will 
benefit from the educational information presented at the web site, on the Tool 
Kit CD-ROM, and at Emerging Solutions in Pain live events such as the exhibit 
booth at various conferences, and symposia. 

The primary audience will include physicians, pharmacists, nurses, physician 
assistants, and other health care professionals who provide care to patients with 
chronic pain. 

The overall objective of the 2007 Awareness Campaign is to increase the 
number of health care professionals who are active in the Emerging Solutions in 
Pain community. The specific objectives will include, but are not limited to: 
(1) Increase the number of registered users at 

www.EmergingSolutionsinPain.com 
(2) Increase the number of user sessions at www.EmergingSolutionsinPain.com 
(3) Increase the total amount of information downloaded at 

www.EmergingSolutionsinPain.com 

Journal and banner advertisements 

The 2007 Emerging Solutions in Pain Awareness Campaign will include, but is 
not limited to: 
(1) Journal advertisements in Practical Pain Management Journal, Joumal of 

Pain, Pain Management Nursing, Pain Medicine, The Physiatrist Newsletter 
(2) Banner advertisements at select professional pain management organization 

web sites including American Academy Physical Medicine and Rehabilitation 
"(AAPM&R) web site and advertising on journal home pages of Journal of 
Pain, Pain Management Nursing and Pain Medicine publications 

Medical Leaming Solutions will coordinate the Emerging Solution in Pain 
Awareness Campaign through the means of distribution outlined above. 

As a supplement to these primary methods, Medical Leaming Solutions may 
request the assistance of Cephalon, Inc. sales force in the dissemination of 
information regarding this program to the medical community. The content of 
such information, however, is the responsibility of Medical Learning Solutions, 
and any such distribution will solely be as a supplement to MLS' primary methods 
of announcement and promotion. 

$81,500 
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Emerging Solutions in Pain: Awareness Campaign 
Proposed Budget 
October 25, 2006 

. 

Cost.Summary .· 
. 

Approximate Total, Direct Expenses 

Total, Indirect Expenses 

2007 ESP Awareness Campaign 

·· .,.'._:. ·• ... . , 
D~~iled Budget Itemization .. 

Direct Expenses, Approximate 

Journal advertisements 

Banner advertisements 

Miscellaneous (non-fulfillment shipping, faxes, etc.) 

I ,>.; .. :" ··•-"•·:· .. . . c:~·r ·~·'· . .- -,,. 
.,_ .· · . . 

Appr~)(imate. Total~ C?frect Exp~nses •-·· .. .. 

Indirect Expenses 

Project mai:iagement 

Coordination with internal teams 

Coordination with third-party vendors 

Preparation _and coodination of status meetings/updates 

Graphic design / production services 

Creation and subsequent adaptation of print advertisements 

Creation and subsequent adaptation of banner advertisements 

Programming of Flash-animations of banner advertisements 

Medical I scientific services 

Administrative and accounting fees m ·.:,· '.( f t ..... T<itiJ/ l~!iirect~;,e;'ses ':•'·'· '· :" ... . .. 

Page 68 

CONFIDENTIAL 

. ' 

$ 49,300 

$ 32,200 

$ 81,500 

$ 36,200 

$ 12,500 

$ 600 

' $ 49,300 

$ 1,500 

$ 11,250 

$ 750 

$ 6,075 

$ 1,625 

$ 1,500 

$ 8,750 

$ 750 

>$ 32,200 
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CONFIDENTIAL 

Exhibit B 

ACTIQ Risk Management Program 

Provider is aware that ACTIQ® (oral transmucosal fentanyl citrate) [C-11] was 
approved subject to a Risk Management Program (RMP). The RMP includes 
key safety messages that are essential to the safe use of this product. They are: 

• ACTIQ is indicated only for the management of breakthrough cancer pain 
in patients with malignancies who are already receiving and who are 
tolerant to opioid therapy for their underlying persistent cancer pain. 

• ACTIQ is contraindicated in the management of acute or postoperative 
pain, because life-threatening hypoventilation could occur at any dose in 
patients not taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 
• Patients considered opioid tolerant are those who are taking at least 60 

mg Morphine/day, 50 mcg transdermal fentanyl/hour, or an equianalgesic 
dose of another opioid for a week or longer. 

• Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep all 
units from children and discard properly. 

• ACTIQ is intended to be used only in the care of cancer patients and only 
by oncologists and pain specialists who are knowledgeable of and skilled 
in the use of Schedule II opioids to treat cancer pain. 
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FENTORA Risk Management Program 

Provider is aware that FENTORA ™ (fentanyl buccal tablet) [C-11] was approved 
subject to a Risk Minimization Action Plan (RiskMAP). The RiskMAP includes 
key safety messages that are essential to the safe use of this product. They are: 

• FENTORA is indicated for the management of breakthrough pain in 
patients with cancer who are already receiving and who are tolerant to 
opioid therapy for their underlying persistent cancer pain. 

• FENTORA is contraindicated in the management of acute or postoperative 
pain, because life-threatening hypoventilation could occur at any dose in 
patients not taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 
• No misuse of FENTORA should occur. 
• Unintended (accidental) exposure to FENTORA should not occur. 
• Patients considered opioid tolerant are those who are taking at least 60 

mg oral morphine/day, at least 25 mcg of transdermal fentanyl/hour, at 
least 30 mg of oxycodone daily, at least 8 mg of oral hydromorphone daily 
or an equianalgesic dose of another opioid for a week or longer. 

• Instruct patients/caregivers that FENTORA can be fatal to a child. Keep 
all units away from children and discard properly. 

• FENTORA is intended to be used only in the care of opioid tolerant cancer 
patients and only by healthcare professionals who are knowledgeable of 
and skilled in the use of Schedule II opioids to treat cancer pain. 
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Cephalon, Inc. 

41 Moores Road 
P.O. Box 4011 
Frazer, PA 19355 

INDEPENDENT EDUCATIONAL PROGRAM ("IEP") GRANT AGREEMENT 

This Agreement is entered into as of this 6th day of December. 200§ by and 
between Cephalon ("Cephalon"), located at 41 Moores Road, Post Office Box 4011, 
Frazer, PA 19355, and Medical Learning Solutions. Inc. ("IEP Provider'') located at 101 
Washington Street. Morrisville, PA 19067 and MediCom Worldwide, Inc. ("Educational 
Partner'') located at 101 Washington Street, Morrisville. PA 19067. 

WHEREAS, Cephalon has reviewed IEP Provider's grant request to support a 
medical education program ("Program"); and 

WHEREAS, Cephalon has determined that the Program has the potential to 
significantly further medical knowledge and improve patient care; arid 

WHEREAS, it is the intent of the parties to ensure that the Program will be 
independent, objective, balanced and scientifically rigorous, so that it will not be viewed 
by the United States Food and Drug Administration ("FDA") as promotional and that 
Cephalon will not be viewed as responsible for its content; and 

WHEREAS, Cephalon agrees to provide funding for the Program under the 
conditions set forth below. 

NOW THEREFORE, IEP Provider and Cephalon agree to the following terms 
under this Agreement: 

Highly Confidential 

1. Title of Program. The IEP is entitled 2007 Emerging Solutions in Pain Lecture 
Series, and a copy of the grant request for the Program is attached hereto as 
Exhibit A. 

2. Type of Program. The Program is: 

X accredited (e.g., continuing medical education or "CME"); or 
_ an independent program where CE credits will not be offered. 

3. IEP Provider. The IEP Provider is the following type of entity: 

_ Accredited continuing medical education provider 
_ University/Hospital 
_ Professional Organization 
X Medical Education Company 

4. Educational Partner. The IEP Provider X shall _ shall not use a third party 
that will provide assistance in support of the Program ("Educational Partner"). 
The name of the Educational Partner is MediCom Worldwide, Inc. 
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Highly Confidential 

5. Educational Components. The expected components of the Program (e.g., 
number of live meetings, CD ROM, web-based, etc.) are as follows: 

(a) two half-day accredited symposia; and 
(b) one full-day accreddited symposium. 

6. Program Purpose. The Program is for scientific and educational purposes only 
and is not intended to promote a Cephalon product directly or indirectly. The 
Program is not a repeat performance of a prior program. 

7. Grant Amount Funding Arrangements. 

(a) Cephalon will provide support for the Program by means of an 
educational grant in the total amount of $525,397. If the Program is 
canceled or terminated prior to completion, IEP Provider shall return the 
grant, or any unused portion thereof, to Cephalon within thirty (30) days of 
such termination or cancellation. IEP Provider shall have full 
responsibility for all funding arrangements of the Program, including any 
funding to be provided to IEP Provider's Educational Partner. Payment of 
the grant shall be made in accordance with a schedule agreed to by the 
parties. All payments due hereunder shall be made by Cephalon within 
forty-five (45) days of its receipt of an invoice for same, provided IEP 
Provider is in compliance with the terms of this Agreement. 

(b) Within thirty (30) days of completion of the Program, IEP Provider shall 
provide Cephalon with a detailed reconciliation of actual out-of-pocket 
expenses incurred, and to the extent Cephalon has overpaid IEP Provider 
for same, IEP Provider shall provide a refund to Cephalon within thirty 
(30) days thereafter. Such detailed reconciliation shall be forwarded to 
Cephalon at the address above to the attention of Rod J Hughes, Ph.D., 
Vice President, Scientific Communications. 

(c) IEP Provider may not use funds provided by Cephalon to pay travel, 
lodging, honoraria or personal expenses for non-faculty attendees. Grant 
funds may be used to reduce the overall registration fees for attendees. 
Grant funds may not be used to purchase capital equipment or to provide 
general operational support for an institution. Funds for hospitality shall 
not be provided except that funds may be used for modest meals or 
receptions that are held as part of the Program, but such events shall not 
compete with nor take precedence over educational events. The 
appropriateness of any reception shall be at the sole discretion of the IEP 
Provider, and IEP Provider shall have final decision making authority in 
connection with any such activities. 

(d) Funds may be used by the IEP Provider to permit medical students, 
residents, fellows or other health care professionals in training to travel to 
and attend the Program; provided, however, that the selection of such 
students, residents or fellows who receive funds is made by either the 
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Highly Confidential 

academic or training institution or, if by the IEP Provider, such selection 
shall be made with the full concurrence of the academic or training 
institution. 

(e) In accordance with the Accreditation Council for Continuing Medical 
Education ("ACCME") Standards and to assist Cephalon in complying 
with its internal auditing procedures, IEP Provider agrees to verify the 
manner in which the grant is used. Accordingly, within thirty (30) days 
following a request from Cephalon, IEP Provider shall provide to 
Cephalon: 

i. A written statement verifying that the Program occurred, and 
ii. An itemized list of expenditures supported by the grant. 

8. Objectivity and Balance. IEP Provider shall retain full responsibility for control of 
the content of the Program and shall ensure that the following requirements are 
met: 

(a) The Program material/information will be objective, balanced and free 
from commercial bias. All topics shall be treated in an impartial, unbiased 
manner. All discussions shall include a range of views about each class 
of drug and disease treatment options. Information shall not unfairly 
represent a spectrum of views favoring a product or class of products 
marketed by Cephalon or any other company. The title of the Program 
will fairly and accurately represent the scope of the presentation. 

(b) IEP Provider agrees that neither Cephalon nor its agents shall control the 
content of the Program. IEP Provider agrees that there will be no 
scripting, targeting of points for emphasis, or other activities by Cephalon 
or its agents that are designed to influence the content of the Program. If 
requested in writing by the IEP Provider, medical/scientific 
representatives from Cephalon may attend content development 
meetings or other planning meetings, for the purpose of addressing any 
scientific inaccuracies they observe. Personnel from Cephalon must not 
discuss or in any way attempt to control (either during the meeting or at 
breaks or meals), the content of the program. An appropriate 
medical/scientific representative from Cephalon may provide a 
presentation at a content development meeting at the request of the 
provider, or may respond to specific questions at such meeting regarding 
the results of a Cephalon-sponsored research study, provided the 
information presented conforms to the generally accepted standards of 
experimental design, data collection and analysis, and provided any 
presentation is accompanied by a detailed outline of the presentation, 
which can be used by the IEP Provider/Educational Partner to confirm the 
scientific objectivity of the presentation. 

(c) If the IEP Provider, in its sole discretion, requests a Cephalon medical 
representative to review the Program for medical accuracy and 
completeness, Cephalon will comply with such request. The parties 
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Highly Confidential 

acknowledge there is no obligation or any condition requiring IEP 
Provider to make such a request. Any such request must be made after 
the Program materials are fully developed and such request must be 
made by the IEP Provider only to a Cephalon medical representative that 
has responsibility for the therapeutic area that will be covered by the 
Program. IEP Provider will not ask any marketing or sales 
representatives at Cephalon to comment on the material. All final 
decisions regarding whether to modify the material based on any 
comments provided by the Cephalon medical representative shall be in 
the sole discretion of IEP Provider. 

(d) If a product marketed by Cephalon is the subject of discussion, the data 
will be objectively selected and presented, with an accurate reflection of 
favorable and unfavorable information about the product and shall also 
include a balanced discussion of prevailing information on alternative 
products and /or therapies. 

(e) Any suggestions of superiority of one product or treatment over another 
will be supported by the body of available data, and will not result from 
selective presentation or emphasis on data favorable to particular 
treatment. 

(f) IEP Provider represents that neither it nor the Educational Partner (if any) 
has either an open complaint or decision from the ACCME or the Food 
and Drug Administration that a program provided by the IEP Provider or 
the Educational Partner failed to meet standards of independence, 
balance, objectivity, or scientific rigor. 

9. Risk Minimization Action Plan. Cephalon provides the following Risk 
Minimization Action Plan ("RiskMAP") information to all IEP Providers. Neither 
Cephalon nor its agents shall influence or control whether a product marketed by 
Cephalon is the subject of discussion. A RiskMAP is a strategic safety program 
designed to meet specific goals and objectives in minimizing known risks of a 
product while preserving its benefits. Any product marketed by Cephalon that is 
approved with a RiskMAP, and the key safety-related health outcomes outlined in 
that RiskMAP, are listed in Exhibit B. IEP Provider agrees that it is aware of the 
RiskMAP(s) and the key safety messages. 

10. Faculty Selection. IEP Provider shall retain full responsibility for the selection of 
the presenters, authors, moderators, and/or other faculty (hereinafter referred to 
collectively as "Faculty"). Cephalon, through its Scientific Communications 
Department, may respond only to IEP Provider-initiated, written requests (or 
requests from the Educational Partner) for suggestions of Faculty or sources of 
possible Faculty. In response to such requests at least three (3) names will be 
suggested (if possible) for each open position and this information will be 
provided in writing. IEP Provider will record the role of Cephalon in suggesting 
Faculty; will seek suggestions from other sources; and will make its selection of 
Faculty based on objective criteria. IEP Provider shall not be obligated to 
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Highly Confidential 

request or accept such assistance from Cephalon or its agents as a condition of 
receiving the educational grant hereunder. 

11. Disclosures. IEP Provider will ensure meaningful disclosure of limitations of data 
(e.g., ongoing research, interim analyses, preliminary data, or unsupported 
opinion). IEP Provider will require that Faculty disclose when a product is not 
approved in the United States for the use under discussion. 

12. Question and Answer Session. To the extent the Program is a presentation, IEP 
Provider will ensure meaningful opportunities for questioning by the audience. 

13. Financial Relationships. IEP Provider will ensure meaningful disclosure to the 
audience of Cephalon funding and any significant relationship between individual 
Faculty and Cephalon. All meaningful disclosure(s) shall also be made in any 
written materials, including but not limited to announcements, brochures, syllabi 
and enduring material. Disclosures shall not mention product trade names. 

14. Metrics/Copies of Program Material. 

(a) IEP Provider and/or Educational Partner shall provide certain outcome 
measurements and metrics to Cephalon as requested by the Scientific 
Communications Department. Such metrics shall be provided either after 
the conclusion of a single live event or monthly for a year-long accredited 
program and may at Cephalon's request include the number of program 
participants, number of certifications, assessment of the program and 
faculty, and demonstration of learning by program participants. 

(b) After the Program has occurred, IEP Provider shall provide Cephalon with 
§ copies of all Program materials in CD ROM or electronic format and 20 
copies in print format. 

15. Representations and Warranties. IEP Provider represents that: 

(a) Neither it nor the Educational Partner, if any, provides marketing, 
advertising, public relations, market research, medical education services 
or other consulting services (e.g., support for advisory boards) to any 
other department within Cephalon ("Marketing Activities"); 

(b) If IEP Provider or the Educational Partner has an affiliated company that 
provides Marketing Activities to Cephalon, IEP Provider has instituted 
appropriate controls and safeguards to ensure the Program (i) remains 
independent, objective, balanced and scientifically rigorous, (ii) is not 
intended to promote a Cephalon product directly or indirectly, and (iii) is 
not in any way biased due to the affliated company's relationship with 
Cephalon; 

(c) IEP has determined that it is appropriate to use the Educational Partner in 
light of the requirements under this Agreement; and 
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Highly Confidential 

(d) If IEP Provider or its Educational Partner employs a former Cephalon 
employee who worked at Cephalon anytime during the most recent year 
and who had marketing responsibility in the therapeutic area that will be 
covered by the Program, then that former employee will not have any role 
in the planning, development or delivery of the Program. 

16. Invitations/Enduring Materials. The Program audience will be selected by the 
IEP Provider. The IEP Provider shall be responsible for distributing materials 
about the Program, including invitations, reminder notices, and business reply 
cards that can be used by third parties to obtain any enduring Program material 
from the IEP Provider. Notwithstanding the foregoing, IEP Provider hereby 
authorizes Cephalon to distribute a subset of Program invitations/reminder 
notices that have been prepared or approved by the IEP Provider. 

17. Ancillary Promotional Activities. To the extent the Program is a live presentation, 
no promotional activities or product advertisements will be permitted in the same 
room as or in an obligate path to the Program. If the Program is a teleconference 
or webcast, no product advertisements or promotional activities will be permitted 
immediately prior to, during, or immediately after the delivery of the Program. If 
the Program is in print format, no product advertisements or promotional 
materials will be interleafed within the pages of the Program. If the Program is 
made available electronically, no product advertisements or promotional 
materials will appear within the Program material or interleaved between 
computer windows or screens of the Program 

18. Compliance with Guidelines. IEP Provider represents that the Program, 
including development of the Program and Program materials, shall conform to 
the American Medical Association ("AMA") Guidelines on Gifts to Physicians, the 
AMA Ethical Opinion on Continuing Medical Education, the ACCME Standards 
for Commercial Support, the FDA December 3, 1997 Final Guidance for Industry
Supported Scientific and Educational Activities, and the Pharmaceutical 
Research and Manufacturers Association ("PhRMA") Code on Interactions with 
Healthcare Professionals. 

19. Logistical Status Reports. IEP Provider and/or Educational Partner shall provide 
periodic reports to Cephalon regarding the management and logistics of program 
components. 

20. Miscellaneous. 

(a) No party shall use the other party's or its affiliates' name or trademarks for 
publicity or advertising purposes, except with the prior written consent of 
the other party. 

(b) IEP Provider agrees to obtain all consents, authorizations, approvals and 
releases that may be necessary for the production of the Program and of 
any written materials prepared in connection therewith. IEP Provider 
agrees to indemnify Cephalon with respect to any claims, actions or 
demands, including reasonable attorneys' fees that may arise in any 
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manner out of IEP Provider's failure to secure such consents, 
authorizations, approvals or releases. 

(c) No term, condition or other provision of any attachment or addendum to 
this Agreement shall supersede any term, condition or other provision of 
this Agreement and with respect to any inconsistency or ambiguity, the 
Agreement shall control. 

IN WITNESS WHEREOF, the parties, by their duly authorized representatives, 
agree to comply with all the terms and conditions of this Agreement. 

MEDICAL LEARNING SOLUTIONS, INC. 

By:r~~· 
Na~ ~-~6~1,,· 
Title: Prt!J'rd.,t,t.,J-
The above signatory is a duly authorized 
corporate officer of the IEP Provider. 

Date: 12-/ ¢" .... a 
TaxlD#: fO-0JSri~3 

MEDICOM WORLDWIDE, INC. 

The above signatory is a duly authorized 
corporate officer of the Educational Partner. 

Date: I ;z.,,-; </- {) h 
Tax ID#: G(i3-80?37 3 g 

Highly Confidential 

CEPHALON, INC. 

By:~ 
Nam~o ~ughes, Ph.D. 

Title: Vice President, Scientific Communications 

Date: J2. .JJ-ot-

'· APPROVED 

! L.A:E ~,~~i 
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M·L·S 
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November 16, 2006 

Bhaval Shah-Bell, PhD 
Cephalon, Inc. 
41 Moores Road 
Frazer, PA 19355 

Dear Or. Shah-Bell: 

IO 1 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax215.337.0960 

Medical Learning Solutions, Inc. has recently completed a comprehensive needs assessment to 
identify the educational needs of clinicians who provide care to patients with chronic pain. This 
needs assessment was compiled from the following sources: 

• Evaluation summaries of completed and ongoing 2006 Emerging Solutions in Pain 
programs and activities 

• Clinical advisory review 
• Survey of health care professionals, including participants in completed and ongoing 

2006 Emerging Solutions in Pain programs 
• Literature search 

Based on the identified educational need, Medical Learning Solutions is requesting an 
educational grant from Cephalon, Inc. to support a live lecture series that will support the 
continuation and further development of the Emerging Solutions in Pain, or ESP, initiatives. 
This lecture series will include two half-day accredited symposia, and one full-day accredited 
symposium, all to be held in conjunction with regional or national meetings and congresses of 
clinical pain societies. The 2007 Emerging Solutions in Pain Lecture Series will focus on 
balancing the clinical need to provide adequate analgesia to patients with chronic pain with the 
legal and societal need to monitor for potential issues of abuse, addiction and diversion of 
controlled substances. 

The budget to fund these activities is approximately $525,397. Please refer to the detailed budget 
section of this proposal for complete grant funding proposals. These scientific events will comply 
with all ACCME, FDA, AMA, and ACPE regulations for industry-supported professional continuing 
education. 

MLS will work with MediCom Worldwide, Inc., a third party CE vendor, in the planning, execution 
and development of the accredited activities associated with the 2007 Emerging Solutions in 
Pain Lecture Series. MediCom Worldwide is accredited by the Accreditation Council for 
Continuing Medical Education to provide continuing medical education for physicians and is 
approved by the Accreditation Council for Pharmacy Education to provide pharmacy continuing 
education, as well as an approved provider of nursing continuing education through the California 
State Board of Registered Nursing. 

Thank you in advance for your consideration of this request. 

Respectfully, 

Sheri L. Gavinski 
President, 
Medical Learning Solutions, Inc. 
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

2007 Emerging Solutions in Pain Lecture Series Grant Request 
Needs Assessment 

Pain is one of the most common symptoms for which patients seek the assistance of health care 
professionals.1 While pain management can be looked at as pure science, there are obstacles to 
overcome in the effective treatment of pain. The Americans Living with Pain Survey (ALPS)2 notes 
patient concerns with potential side effects (56%), medication addiction (50%), the need for increased 
usage over time (50%), and the possibility of having to take these drugs for the remainder of their lives 
(49%). A number of studies identified similar concernsM.5

•
6

•
7

•
8 including: 1) potential for addiction, 2) 

potential for abuse/misuse, 3) fear of side effects, 4) fear of audit by a regulatory body, and 5) cost. 
These sentiments were echoed by healthcare providers acknowledging the need for the education of 
physicians and medical students as essential to the prevention and treatment of pain disorders, as well as 
the recognition of addictive disorders with regard to opioid analgesics. 40% of a stratified random sample 
of US physicians indicated that regulatory pressured affected their prescribing practices of opioids.9 

The tension associated with expanding the use of opioids to treat populations for which there is not yet a 
broad consensus about treatment, including the heterogeneous population with chronic noncancer pain, 
has an important historical context in the ever-changing perception of the balance between medical need 
and the risk of misuse, abuse, addiction and diversion. At different times during the past century, the 
balance has shifted, sometimes emphasizing the perceived need to limit the social harm associated with 
abuse, addiction, and diversion, and sometimes emphasizing the need to provide greater access to 
beneficial medicines for patients who have legitimate needs. During most of the past few decades, the 
societal concern about drug abuse, as filtered through the actions of the government, law enforcement 
agencies and regulatory agencies, seemed to far outweigh the needs of patients. Clinicians and patient 
advocates tried to make the case that this perspective worsened the undertreatment of pain10

·
11

. 

Although the clinical literature on opioid pharmacotherapy is very limited in assessing the specific issue of 
abuse, addiction and diversion, the data that have been published have, on the whole, been reassuring. It 
must be recognized, however, that the data may not directly assess the situations encountered in the 
clinical setting. Controlled trials commonly exclude patients with a history of substance abuse and cannot 
be used to clarify the risk of aberrant drug-related behavior in the larger population. Surveys of patients 
who receive opioids for acute pain demonstrate outcomes during short-term therapy in a monitored 
environment that appear to have little relevance for the issues during chronic therapy. Surveys of patients 
with chronic cancer pain also have been reassuring, but this may relate to the observation that cancer 
largely afflicts an older population and the base rate of addictive disorders in this group is lower than the 
overall population. Alternatively, it may relate to a lower prevalence of specific types of psychiatric and 
psychosocial comorbidity in these populations. The precise reason has not been clearly established and 
it is important to recognize that a low rate of drug abuse in the cancer population does not establish a low 
risk in the larger population with chronic pain. 

Surveys of patients with chronic nonmalignant pain have yielded mixed results. Few have included 
adequate measures of abuse behavior or addiction. The existing literature suggests that the risk of abuse, 
addiction and diversion is relatively low overall, but becomes significant among the patients referred to 
pain management programs. This literature should remind all clinicians that the risk of abuse, addiction 
and diversion cannot be eliminated. If a clinician prescribes opioids or other potentially abusable drugs, 
he or she will encounter the phenomenology of chemical dependency. 

Thus, effective pain management may require any clinician working with chronic pain patients has, as a 
minimum, a working knowledge of addiction medicine. The balance gradually has shifted during the past 
decade toward a greater willingness to initiate chronic opioid therapy for diverse types of chronic pain. 
Other factors that contributed to this shift included: a growing recognition of the prevalence and cost of 
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

2007 Emerging Solutions in Pain Lecture Series Grant Request 
Needs Assessment 

under-treated pain, acknowledgment that physician fear of regulation may exacerbate under-treatment 
and the passage of various state Intractable Pain Treatment Acts in an effort to address this problem, the 
development of model regulations by the Federation of State Boards of Medical Examiners, and the 
development and marketing of long-acting opioids, as well as of ragid-onset opioid agents, which have 
been associated with higher street value and greater abuse potential 2

• 

Unfortunately, the increased shift toward greater acceptability and use of opioids has been accompanied 
by evidence of growing prescription drug abuse. This has been demonstrated in various national 
databases. The National Household Survey on Drug Use and Health surveys more than 50,000 people 
annually and assesses a variety of parameters, including the number of people reporting taking an opioid 
for non-medical reasons for the first time. The number of these "initiates" has quintupled since the 1980s. 
Another database, the Drug Abuse Warning Network, surveys emergency departments around the 
country for events that involve specific drugs. There has been a 163% increase in opioid "mentions" 
between 1995 and 2002 (Figure 1).13 
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Figure 1: Increasing prescription drug abuse 

A new paradigm is needed that encourages clinicians, regulators and law enforcement to have respect for 
their mutually important goals. This paradigm should incorporate a "principle of balance." A balanced 
approach implies that 1) clinicians will recognize the importance of reducing abuse, addiction and 
diversion, and will acquire the knowledge and skills necessary to collaborate in this, and 2) regulators 
acknowledge the essential role of opioid drugs and will do nothing that undermines their appropriate 
medical use.14 
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

2007 Emerging Solutions in Pain Lecture Series Grant Request 
Needs Assessment 

The importance of understanding the clinical implications of the interface between pain and chemical 
dependency is clear when the potential prevalence of opioid use is described. Opioids are needed for 
most patients with acute pain related to surgery, trauma or specific diseases such as sickle cell anemia. 
The prevalence of pain severe enough to warrant opioid therapy in the cancer population is about 30% 
among those patients receiving active antineoplastic therapies, and as high as 80% of those with far
advanced illness. The prevalence of at least partially disabling pain in the general American population is 
similarly very high. Although the prevalence of chronic pain in various populations with addictive disease 
is not known, at least one large survey suggested that about one-third of addicts in treatment programs 
report chronic severe pain. The prevalence of acute and chronic pain does not allow accurate predictions 
of the overall need for opioid therapy. The prevalence rates do strongly suggest, however, that millions of 
Americans annually require opioids for acute pain, and millions more would benefit from opioid therapy 
administered for chronic pain. Given the need for specific skill sets to ensure the safe and effective use of 
opioid drugs, clinicians should also learn to distinguish patients who can be treated without referral from 
those who may benefit from consultation with a pain specialist or a specialist in addiction medicine, and to 
distinguish both groups from those patients whose complexity is such that referral is the more prudent 
course_2.1s.1s 

From the perspective of balance, clinicians must now recognize that the use of these drugs requires 1) 
knowledge of the principles of prescribing so that the effectiveness of therapy can be optimized, and 2) 
knowledge of risk assessment and management so that the risks related to the abuse liability of opioid 
drugs can be appropriately minimized. 

Medical Education Program Evaluations 

To further elucidate educational needs of clinicians active in the field of pain management, a series of 
post-program evaluation forms were conducted in late 2005 and 2006. Physicians were asked about their 
practices and the therapies that they utilize to provide analgesia. The survey was conducted among 724 
participants, with a selection of evaluation questions and responses from this survey summarized below. 

Meeting Program Evaluation Forms 17 

Do vou manage patients who are experiencing acute pain? 
Manv 48% 
Few 28% 
None 8% 
Do vou manage patients who are experiencina chronic pain? 
Many 50% 
Few 23% 
None 6% 
How do vou currently manage pain patients? 
Opioids 26% 
Combination of all methods 16% 
Non-ooioids 12% 
OTC medications 11% 
Psvcholoaical/social therapy 3% 
Physical therapy 2% 
Other 2% 
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When properly managed, medical use of opioids is the cornerstone of effective pain management. As 
evidenced by the increasing trend in opioid misuse and by the recent and relevant literature, it appears that 
many healthcare professionals are amenable to and in need of continuing education programs focused on 
chronic pain, appropriate and safe opioid therapy, and best-practice patient management. 

To further define the educational needs of clinicians' active in the field of pain management, our group 
conducted a survey in 2006 in which we asked 183 physicians about their practices and their need for 
education on pain and dependency/addiction issues. The first section of the survey identified who the 
respondents were by specialty and type of practice. Results are demonstrated below in Figure 2, Figure 
3 and Figure 4. 

Figure 2: Clinicians Specializing in Pain Management Figure 3: Physician Specialties from Table 1 

68.4% 

■ Physicians ■ Nurses □ Pharrracists □ Other ■ PMR ■ Psychiatry □ Neurologist □ Anesthesiologist ■ Prirrary Care 

Figure 4: Type of Practice 

56.4% f .... ·· 
... 

■ Office Based ■ Clinic Based D Pain Center 

□ Hospital Based ■ Pharrracy 
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To further understand the educational needs represented in this survey, the respondents were asked 
about the pain and chemically dependent patients they manage. Results follow in Table 1 below. 

Table 1: Managing Patients who are: 
Many Few None 

Experiencing Acute Pain 59.3% 35.6% 5.1% 

Experiencing Chronic Pain 93.2% 6.8% 0% 

Chemically Dependent 42.4% 44.1% 11.9% 

The respondents were asked to indicate topics of highest interest in the two categories of pain 
management and chemical dependency. The top four results are illustrated below in Figure 5 and Figure 
6; full results of the survey are provided in Table 2. 

Figure 5: Pain Management 

100% 

95% 

90% 

85% 

80% 

75% 

87.1% 

Chronic Nonmalignant 
Pain Management 

Figure 6: Chemical Dependency 

100% 

95% 

90% 

85% 

80% 

75% 

70% 

- 72:4%--. 

65% +--~ 
Addiction, 

Pseudoaddiction, 
Substance Abuse 
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86.4% 

Neuropathic Pain 

80.0% 

Addiction Risk 
Assessment Tools 

79.3% 

Musculoskeletal Pain 

74.6% 

80.0% 

Pharmacologic 
Advances in Pain 

Management 

71:9% 

Opioid Treatment of Pharmacologic 
Patients with Substance Advances in Addiction 

Abuse Disorder Management 
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Table 2: Full Results of Needs Assessment Survey 

Some 
No Interest Interest High Interest 

Pain Management 
Genetics of Pain 10.5% 47.4% 42.1% 

Acute Pain Management 3.6% 44.6% 51.8% 

Chronic Nonmalignant Pain Management 1.6% 11.3% 87.1% 

Neuropathic Pain 1.7% 11.9% 86.4% 

Cancer Pain Management 17.2% 44.8% 38.0% 

Musculoskeletal Pain 1.7% 19.0% 79.3% 

Principles to Optimize Opioid Analgesics 1.7% 22.0% 76.3% 

Updates on NSAIDs and Adjuvant Analgesics 0.0% 33.9% 66.1% 

Cannabinoids in Pain Management 14.3% 46.4% 39.3% 

Complementary and Alternative Medicine (CAM) for Pain 10.0% 38.3% 51.7% 

lnterventional Pain Management 15.3% 35.6% 49.1% 

Psychological Interventions for Pain Management 3.5% 29.8% 66.7% 

Pharmacologic Advances in Pain Management 1.7% 18.3% 80.0% 

Chemical Dependency 
Addiction, Pseudoaddiction, Substance Abuse 5.2% 22.4% 72.4% 

Chemical Dependency Management 8.5% 35.6% 55.9% 

Mechanisms of Craving 8.6% 44.8% 46.6% 

Genetics of Addiction 14.0% 33.3% 52.7% 

Physical Dependence and Tolerance 5.2% 31.0% 63.8% 

Addiction Risk Assessment Tools 5.5% 14.5% 80.0% 

Complementary and Alternative Medicine (CAM) for Pain 10.3% 34.5% 55.2% 

Opioid Treatment of Patients with Substance Abuse Disorder 6.8% 18.6% 74.6% 

Epidemiology and Management of Prescription Drug Abuse 5.3% 29.8% 64.9% 

Changing Role of State and Prescription Drug Abuse 5.2% 31.0% 63.8% 

Pharmacoloqic Advances in Addiction Management 5.3% 22.8% 71.9% 

Research and Publications 

The Cochrane Collaboration recently published their "Evidence-based Pain Management and Palliative 
Care" in Issue One for 2006 of the Cochrane Library. This edition of the Library contains 83 new reviews 
of which the three have potential relevance for practitioners in pain and palliative medicine. 18 Several 
studies published in 2006 underscore the growing problem of opioid abuse in America. 19

·
20

·
21

·
22 

Educational programs designed to address the growing risk, to demonstrate tools that can help assess 
and monitor patients for risk of misuse, and yet emphasize the need to treat chronic pain patients 
adequately will help clinicians minimize the individual and public risk associated with prescription opioids. 

On September 6, 2006, the Drug Enforcement Administration (DEA) announced from their office in 
Arlington, Virginia, its proposed regulations on the Issuance of Multiple Prescriptions for Schedule II 
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Controlled Substances and their Policy for Dispensing Controlled Substances for the Treatment of Pain. 
This proposal, along with the clarification of its policy on dispensing controlled substances for the 
treatment of pain, reopens the dialogue between the DEA and health care professionals for the benefit of 
prescribers, patients, and society. It is essential that all pain management practitioners become 
acquainted with the new proposed regulations. 27

·
23 

To insure due diligence with state and federally mandated regulations for Schedule II controlled 
substances, a host of tools exist for clinicians to use prior to and throughout duration of opioid treatment. 
Recent publications continue to address a need for practitioners to become aware of instruments that can 
assist them in the process of patient risk stratification and monitoring. Questionnaires designed to 
determine potential patient misuse of opioids, standardized treatment approach (e.g. universal 
precautions) that include routine opioid treatment plans, and periodically scheduled test-monitorin~ ~e.g. 
urine drug testing), all contribute to safe-prescribing practices and help minimize misuse.24

•
25

•
26

·
27

•
28

•
2 

•
3 

Expert Opinion 

Raymond Sinatra, MD, PhD - Director Inpatient Pain Management Services, Yale University School of 
Medicine 

"Clearly pain is undertreated in many hospitals. As a baseline, physicians are taught very little 
about the assessment or management of pain in their medical training. In 2001, the Joint 
Commission on Healthcare Accreditation (JCAHO) enacted a series of guidelines aimed at 
improving pain management in hospitals, nursing homes, rehabilitation centers and ambulatory 
medical facilities. JCAHO mandated that health care practitioners be educated about pain scales, 
analgesic medications and nonpharmacological techniques for pain control. "31 

Daniel Bennett, MD - Assistant Clinical Professor of Anesthesiology and Pain Medicine at the University 
of Colorado 

"Some physicians rely on laboratory data/objective physical findings and such, I believe you miss 
the mark in pain treatment by focusing only on these traditional (ie, allopathic) approaches. This 
is not to say that we should not use these in the definition of structural pathology (one would be 
remiss to not do this). We cannot directly measure pain, and thus what we obseNe is the 
summation of how the particular pain signal (ie, stimulus) affects the individual person (ie, pain 
behavior). Obviously, what is presented to us is the summation of the layering of the 
supratentoral processes that make us individual as human beings." 

"Therefore, my philosophy in treating people who live with pain is to recognize their individuality, 
and incorporate what I understand of pathophysiology with the effects to them as a person. This 
allows the individual direction of care to optimize the functional outcome, which I believe is the 
most important determinate in successful treatment. "32 

Donald R. Taylor, MD - a board certified anesthesiologist and pain medicine physician in private practice 
in Marietta, Georgia 

"The shift from the PRN pain management model to a model based upon around-the-clock dosing 
with breakthrough pain (rescue) medications represents a shift from an old to a new pain 
treatment paradigm. "33 
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Lynn Webster; MD, FACPM, FA SAM - Medical Director; Lifetree Pain Clinic; Medical Director and CEO, 
Lifetree Clinical Research, Salt Lake City, Utah 

"According to the 2003 National Survey on Drug Use and Health, new nonmedical users of pain 
relievers more than quadrupled during the 10-year period of the 1990s. Many of these first-time 
users are young people. Substance abuse is a leading cause of preventable illness and death in 
the United States, and opioid analgesics are among the most frequently abused prescriptions. To 
keep opioids available to treat pain, as we must, doctors who treat pain are called on to help 
prevent abuse and addiction, too."34 

Joyce Lowinson, MD - Professor Emeritus of Psychiatry, Albert Einstein College of Medicine. Bronx, New 
York, Adjunct Faculty, The Rockefeller University, NY, NY 

"Undertreatment of pain is a global public health problem. Pain is the complaint that brings the 
highest percentage of patients to their doctor's offices. There have been great strides in 
understanding in recent decades in the treatment of pain, yet the problem remains."35 

The experts acknowledge that pain assessment and management models are changing, while misuse of 
opioid is on the rise. Practitioners need continuing education in pain assessment and management, 
including risk minimization through patient assessment and monitoring. 

Conclusion 

When the results of literature searches, clinician surveys and expert opinion are combined, it is clear that 
additional curriculum and training are required to help provide information on the delivery of pain relief 
and dependency issues. The goal of such programs must be to support clinicians in improving patient 
care while reducing the potential for abuse, addiction, diversion, and medical regulatory/malpractice liability 
exposures arising from poor pain management practices. 

To prepare physicians to treat chronic pain appropriately, this educational activity will focus on the 
pathophysiology, assessment, and management of pain and provide information on the risks and benefits 
of opioid analgesics in pain management. Another area of our program focus will be on the topic of 
prescription drug abuse and addiction. In March 2004 the Office of National Drug Control Policy stated, 
"6.2 million American's were current abusers of prescription drugs."36 This information, while extremely 
important and relevant, has raised numerous questions regarding the treatment of pain patients, misuse, 
abuse, diversion of drugs and addiction. Fortunately, addiction rarely occurs among people who use a 
pain reliever. Many studies have shown that properly managed medical use of opioid analgesic drugs is 
sage and rarely causes clinical addiction, which is defined as compulsive, often uncontrollable use.37 The 
key is "properly managed medical use"; this program will define the body of knowledge necessary for 
health care providers to provide safe and effective therapy of pain, to identify and manage addictive 
disorders in patients with pain and to treat pain in individuals with addictive disorders. It will include 
essential knowledge in overlapping areas of interest in the fields of pain medicine and addiction medicine. 
Clinicians will also learn about precautions medical professionals can take in their practices when treating 
pain patients. Throughout the symposium the audience will be engaged in interactive question/answer 
sessions and case studies to demonstrate practical physician/patient interaction. 
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Program Overview 
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Highly Confidential 

The 2007 Emerging Solutions in Pain Lecture Series 

Medical Learning Solutions is proposing to develop and produce a core lecture 
program that will be used in a series of accredited live meetings to educate and 
inform clinicians on issues and challenges associated with opioid misuse, abuse 
and addiction. This lecture program will utilize a multidisciplinary panel of clinical 
expert faculty, and will draw upon, expand and update topics and information 
presented at the 2006 American Academy of Pain Management "Emerging 
Solutions in Pain: The Interface of Pain and Addiction". The core lecture program 
will include the following foundation topics: 

• Basic neurobiology of pain and addiction 
• The multidimensional and synergistic experience of pain and addiction 
• Rational pharmacotherapy of pain 
• The challenges of appropriate pain management: misuse, abuse, 

addiction and diversion of opioids 
• Pain, dependency and universal precautions 
• Federal regulations and appropriate prescription of controlled substances 
• Clinical pearls: case vignettes highlighting appropriate pain management 

in challenging clinical situations 

The 2007 Emerging Solutions in Pain Lecture Series will be presented as a series of 
half- and full-day meetings. The educational needs of the audience attending major 
meetings and congresses have been analyzed, to determine if a half-day lecture or full
day lecture is most appropriate for the needs of the individual audience. Half-day 
lectures will be developed for specialty audiences of clinicians with a background 
in pain management, who do not require fundamental education in the 
neurobiology and pharmacology of pain medicine. Clinicians with a reduced 
background or experience in pain management will participate in the full-day 
program, which will begin with a foundation of neurobiology and 
pharmacotherapy. The following meetings have been identified as among those that 
may be appropriate for presentation of the 2007 Emerging Solutions in Pain Lecture 
Series. Selection of final meeting series will be based on the completed analysis of the 
educational needs of anticipated meeting attendees. 

• The Southern Pain Society: Half-day lecture 
• The Midwest Pain Society: Half-day lecture 
• The Western Pain Society: Half-day lecture 
• The American Academy of Physical Medicine and Rehabilttation: Full-day 

lecture 
• The American Academy of Pain Management: Full-day lecture 
• American Society of Pain Educators: Full-day lecture 

The core group of proposed faculty includes: 
• Howard Heit, MD, FACP, FASAM 
• Douglas Gourlay, MD, MSc, FRCPC 
• Peggy Compton, RN, PhD 
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• Steven Stanos, DO 
• Steven Passik, PhD 

Based on the need to educate clinicians in the assessment and treatment of 
chronic pain patients who may be at risk for abuse, addiction and diversion, the 
2007 Emerging Solutions in Pain Lecture Series will be accredited by a third-party CE 
vendor. 

All lectures and meetings in the 2007 Emerging Solutions in Pain Lecture Series will 
be accredited for: 

• CME credit for physicians by the Accreditation Council for Continuing 
Medical Education. Each half-day activity will be approved for a 
maximum of 3 hours of category 1 credit toward the AMA Physician's 
Recognition Award, and the single full-day activity will be approved for a 
maximum of 6 hours of category 1 credit toward the AMA Physician's 
Recognition Award. 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy 
Education. Each half-day activity will be approved for a maximum of 3 
credit hours (0.3 CEU) for Continuing Pharmacy Education, and the 
single full-day activity will be approved for a maximum of 6 credit hours 
(0.6 CEU) for Continuing Pharmacy Education. 

• CNE credit for nurses. Each half-day activity will be approved for a 
maximum of 3 Contact Hours, and the single full-day activity will be 
approved for a maximum of 6 Contact Hours. 

Intended Audience The primary audience of the 2007 Emerging Solutions in Pain Lecture Series 
includes physicians, pharmacists, nurses and other health care professionals 
who provide care to patients with pain. · 

Program Objectives The purpose of the 2007 Emerging Solutions in Pain Lecture Series is to educate 
clinicians on key topics relating to the Emerging Solutions in 
Pain initiatives; specific learning objectives will include the following: 

• Identify and distinguish between addiction, tolerance, physical 
dependence, and pseudoaddiction and summarize how to manage each 
appropriately 

• Review accepted mechanisms of pathology and neurobiology of chronic 
pain 

• Describe traditional and novel pharmacologic interventions for chronic 
pain 

• Identify the components of an effective pain management patient 
treatment plan 
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• Compare and contrast current assessment tools that rate patient pain 
levels, activities of daily living, risk of abuse & addiction, and quality of 
life 

• Summarize regulatory issues impacting health care providers relative to 
prescribing opioids 

• Identify the complexities associated with the treatment of pain and the 
strategies required for successful outcomes 

Medical Learning Solutions will conduct monthly literature reviews throughout 
2007, surveying peer-reviewed pain management journals for identification of the 
latest developments in the field of pain management. MLS will forward the 
results of these surveys to the Emerging Solutions in Pain Steering Committee 
on a monthly basis, such that these clinical experts will utilize the information 
provided in the development of educational materials associated with all 
accredited activities associated with the Emerging Solutions in Pain initiative. 

Two half-day and one full-day meeting held in conjunction with regional and 
national meetings of pain management associations and societies. This program 
will be comprised primarily of didactic lecture, interspersed with case studies, 
panel discussions and question/answer sessions. 

Course evaluation forms will be required of all participants who seek to receive 
continuing education credit. Medical Learning Solutions will work with the third 
party CE vendor to summarize the information collected from these forms in a 
formal report to evaluate program effectiveness. 

Participants will evaluate the following as excellent, good, fair or poor: 
( 1) Overall content 
(2) Faculty teaching effectiveness 
(3) Format 

Participants will also respond to the following questions: 
(1) How well did the program achieve its educational objectives? 
(2) Do you feel the program material was useful and practice-oriented? 
(3) Do you feel that the information provided in this educational activity will aid in 

improving patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic options? 
(5) Would you participate in future educational activities? 

Medical Learning Solutions and the third party CE vendor will announce and 
promote the 2007 Emerging Solutions in Pain Lecture Series through the Emerging 
Solutions in Pain web site and via direct mail to the target audiences of the 
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IO 1 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6100 
Fax 215.337.0960 

2007 Emerging Solutions in Pain Lecture Series Grant Request 
Program Summary 

Request for 
Sponsor Support 

Total Budget: 

November 16, 2006 

Highly Confidential 

associated regional and national meetings. The live meetings will also be 
highlighted in the ESP e-mail blasts, the ESP electronic newsletters, and the 
ESP exhibit booth. 

As a supplement to these primary methods, Medical Learning Solutions and the 
third party CE vendor may request the assistance of the Cephalon, Inc. sales 
force in the dissemination of information regarding this program to the medical 
community. The content of such information, however, is the responsibility of 
Medical Learning Solutions, and any such distribution will solely be as a 
supplement to MLS' primary methods of announcement and promotion. Content 
developed for this program will also be repurposed in 2008 as a CE-accredited 
monograph, subject to the 2008 needs analysis, program planning and grant 
proposal processes. 

$525,397 
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Proposal Number: 07-014a 
Date: November 16, 2006 

101 Washington St, Suite 110 
Morrisville, PA 19067 

2007 Emerging Solutions in Pain Lecture Series 
Projected Budget Estimate 

November 16, 2006 

Program Parameters 

Each half-day 
symposium 

Number of accredited symposia 2 

Faculty presenters per symposia 3 

Approximate number, health care professional attendees per meeting 200 

Direct mail invitations to health care professionals per meeting 8,000 

Cost Summary 
One-time only Each half-day 

costs symposium 

Approximate Total, Direct Expenses $ 30,500 $ 91,770 

Total, Indirect Expenses $ 45,380 $ 42,903 

Subtotal, one-time only costs $ 75,880 

Subtotal, each symposium $ 134,673 

Cost of the 2007 Emerging Solutions in Pain Lecture Series 

*Based upon adaptation of 2006 AAPManagement full-day symposium 

Page 17 
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Each full-day 
symposium 

1 

5 

400 

50,000 

Each full-day 
symposium 

$ 132,350 

$ 47,821 

$ 180,171 

$ 525,397 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 07-014a 
Date: November 16, 2006 

2007 Emerging Solutions in Pain Lecture Series 
Projected Budget Estimate 

November 16, 2006 

Detailed Budget Itemization 

Direct Expenses, Approximate 
One-time only Each half-day Each full-day 

costs symposium symposium 

Direct mail invitations, mail services, postage $ - $ 8,320 $ 4,500 

Personalized invitations to be mailed to every potential participant; includes 
printing, assembly, mail services and postage. Postage estimated at $0.39 
per direct mail piece 

Direct mail list purchase $ - $ 2,000 $ 2,000 

Print materials 

Includes printing of shell materials for adaptation and use in individualized 
symposia kits for every symposium; kits to include accreditation information, 
speaker biographical and disclosure information, agenda, reference materials 
and handout materials, where appropriate $ - $ 5,000 $ 10,000 

Set design pieces (banners, podium signs, gobo, directional signage, etc.) $ 15,000 $ 1,200 $ 1,200 

Speaker honoraria 

Half-day symposia; 3 faculty members: $3,000 honoraria per faculty member $ - $ 9,000 
Full-day symposia; 1 chairperson/faculty member: $4,000 honoraria; 4 faculty 
members: $3,000 honoraria per faculty member $ - $ 16,000 

Speaker travel (air, OOP, hotel) $ - $ 7,000 $ 12,000 

MLS staff travel (4 staff members) $ 6,600 $ 6,600 

Ground transportation $ - $ 600 $ 1,000 

Association Fee $ 12,000 $ 30,000 

Travel, site visit $ 1,350 $ 1,350 

Catering $ - $ 18,000 $ 24,000 

Audio/visual services $ - $ 14,000 $ 14,000 

Accreditation of program for CME, CPE, CNE $ 15,000 $ - $ -
Continuing Education participant certificates $ 3,000 $ 6,000 

200 CE certificates for each half-day symposia; 400 CE certificates for full-day 
symposium 

Onsite CME coordination $ - $ 1,500 $ 1,500 

Reference purchase $ 500 

Shipping/Fed Ex $ - $ 2,200 $ 2,200 

Approximate Total, Direct Expenses $ 30,500 $ 91,770 $ 132,350 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 07-014a 
Date: November 16, 2006 

2007 Emerging Solutions in Pain Lecture Series 
Projected Budget Estimate 

November 16, 2006 

Detailed Budget Itemization 

Indirect Expenses 

One-time only Each half-day Each full-day 
costs symposium symposium 

Project management 

Coordination of adaptation of 2006 AAPM symposium to half-day symposium $ 1,800 
Coordination of adaptation of 2006 AAPM symposium to full-day (6 hr) 
symposium $ 1,200 

Negotiation with associations $ 5,200 $ 3,600 

Communication with state medical boards $ 1,200 $ 1,200 

Coordination with accreditor $ 3,300 $ 300 $ 300 

Coordination with faculty $ 900 $ 900 $ 1,800 

Coordination with internal teams $ 1,800 $ 900 $ 1,800 

Preparation and coordination of status meetings/updates $ 300 $ 500 

Medical services 

Update of content from 2006 AAPM symposium, including establishment of 
core content for entire lecture series and monthly literature surveys $ 10,500 
Adaptation core content to half-day symposium $ 1,450 

Update of accreditation information, text for meeting materials reflecting 
changes in location, date of each program, possible changes in faculty $ 900 $ 2,000 
Proofreading $ 3,000 $ 1,000 $ 1,000 
Fact-checking $ 4,500 $ 250 $ 500 

Graphic design 
Graphic design of look/feel for entire series $ 2,500 
Creation of core slides $ 10,200 
Adaptation of core slides for each meeting $ 1,500 $ 3,000 
Typesetting, layout of core meeting support materials $ 2,000 
Adaptation of core meeting support materials for each meeting $ 2,200 $ 2,700 
Typesetting, layout of core set design pieces, posters, ads $ 4,000 
Adaptation of core set design pieces, posters, ads for each meeting $ 1,300 $ 1,800 
Participant package assembly $ 300 $ 600 

Site visit (1 staff member) $ 1,350 $ 1,350 

Meeting management 
Venue coordination $ 3,000 $ 3,000 
Travel coordination for faculty and staff $ 4,200 $ 5,400 
Coordination of associated meeting logistics $ 1,300 $ 1,300 

Supplemental recruitment 
Preparation of fax, email blasts $ 2,000 $ 2,000 
Coordination with associations for member recruitment $ 1,600 $ 1,600 

Onsite management (4 staff members) $ 7,200 $ 7,200 

Registration database development/management (includes online reg) $ 1,500 

Administrative and accounting fees $ 1,180 $ 2,753 $ 3,971 

Total, Indirect Expenses $ 45,380 $ 42,903 $ 47,821 
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Exhibit B 

ACTIQ Risk Management Program 

Provider is aware that ACTIQ® (oral transmucosal fentanyl citrate) [C-11] was 
approved subject to a Risk Management Program (RMP). The RMP includes 
key safety messages that are essential to the safe use of this product. They are: 

Highly Confidential 

• ACTIQ is indicated only for the management of breakthrough cancer pain 
in patients with malignancies who are already receiving and who are 
tolerant to opioid therapy for their underlying persistent cancer pain. 

• ACTIQ is contraindicated in the management of acute or postoperative 
pain, because life-threatening hypoventilation could occur at any dose in 
patients not taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 
• Patients considered opioid tolerant are those who are taking at least 60 

mg Morphine/day, 50 mcg transdermal fentanyl/hour, or an equianalgesic 
dose of another opioid for a week or longer. 

• Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep all 
units from children and discard properly. 

• ACTIQ is intended to be used only in the care of cancer patients and only 
by oncologists and pain specialists who are knowledgeable of and skilled 
in the use of Schedule II opioids to treat cancer pain. 
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FENTORA Risk Management Program 

Provider is aware that FENTORA TM (fentanyl buccal tablet) [C-11] was approved 
subject to a Risk Minimization Action Plan (RiskMAP). The RiskMAP includes 
key safety messages that are essential to the safe use of this product. They are: 

Highly Confidential 

• FENTORA is indicated for the management of breakthrough pain in 
patients with cancer who are already receiving and who are tolerant to 
opioid therapy for their underlying persistent cancer pain. 

• FENTORA is contraindicated in the management of acute or postoperative 
pain, because life-threatening hypoventilation could occur at any dose in 
patients not taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 
• No misuse of FENTORA should occur. 
• Unintended (accidental) exposure to FENTORA should not occur. 
• Patients considered opioid tolerant are those who are taking at least 60 

mg oral morphine/day, at least 25 mcg of transdermal fentanyl/hour, at 
least 30 mg of oxycodone daily, at least 8 mg of oral hydromorphone daily 
or an equianalgesic dose of another opioid for a week or longer. 

• Instruct patients/caregivers that FENTORA can be fatal to a child. Keep 
all units away from children and discard properly. 

• FENTORA is intended to be used only in the care of opioid tolerant cancer 
patients and only by healthcare professionals who are knowledgeable of 
and skilled in the use of Schedule II opioids to treat cancer pain. 
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INDEPENDENT EDUCATIONAL PROGRAM ("IEP") GRANT AGREEMENT 

This Agreement is entered into as of this 2?1h day of July, 2007 by and between 
Cephalon ("Cephalon"), located at 41 Moores Road, Post Office Box 4011, Frazer, PA 
19355, and Medical Learning Solutions, Inc. ("IEP Provider") located at 101 Washington 
Street, Morrisville, PA 19067 and MediCom Worldwide, Inc. ("Educational Partner") 
located at 101 Washington Street, Morrisville, PA 19067 

WHEREAS, Cephalon has reviewed IEP Provider's grant request to support a 
medical education program ("Program"); and 

WHEREAS, Cephalon has determined that the Program has the potential to 
significantly further medical knowledge and improve patient care; and 

WHEREAS, it is the intent of the parties to ensure that the Program will be 
independent, objective, balanced and scientifically rigorous, so that it will not be viewed 
by the United States Food and Drug Administration ("FDA") as promotional and that 
Cephalon will not be viewed as responsible for its content; and 

WHEREAS, Cephalon agrees to provide funding for the Program under the 
conditions set forth below. 

NOW THEREFORE, IEP Provider and Cephalon agree to the following terms 
under this Agreement: 

Highly Confidential 

1. Title of Program. The IEP is entitled "continued support for the Emerging 
Solutions in Pain initiative," and a copy of the grant request for the Program is 
attached hereto as Exhibit A. 

2. Type of Program. The Program is: 

X accredited (e.g., continuing medical education or "CME"); or 
_ an independent program where CE credits will not be offered. 

3. IEP Provider. The IEP Provider is the following type of entity: 

X Accredited continuing medical education provider 
_ University/Hospital 
_ Professional Organization 
_ Medical Education Company 
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Highly Confidential 

4. Educational Partner. The IEP Provider ~ shall _ shall not use a third party 
that will provide assistance in support of the Program ("Educational Partner"). 
The name of the Educational Partner is MediCom Worldwide, Inc. 

5. Educational Components. The expected components of the Program (e.g., 
number of live meetings, CD ROM, web-based, etc.) are as follows: 

(a) The Emerging Solutions in Pain website; 
(b) Emerging Solutions in Pain Foundation initiatives; 
(c) Emerging Solutions in Pain Awareness Building initiatives; 
(d) Print-based Tactics; and 
(e) Emerging Solutions in Pain exhibition booth series. 

6. Program Purpose. The Program is for scientific and educational purposes only 
and is not intended to promote a Cephalon product directly or indirectly. The 
Program is not a repeat performance of a prior program. 

7. Grant Amount Funding Arrangements. 

(a) Cephalon will provide support for the Program by means of an 
educational grant in the total amount of $1,829,504. If the Program is 
canceled or terminated prior to completion, IEP Provider shall return the 
grant, or any unused portion thereof, to Cephalon within thirty (30) days of 
such termination or cancellation. IEP Provider shall have full 
responsibility for all funding arrangements of the Program, including any 
funding to be provided to IEP Provider's Educational Partner. Payment of 
the grant shall be made in accordance with a schedule agreed to by the 
parties. All payments due hereunder shall be made by Cephalon within 
forty-five (45) days of its receipt of an invoice for same, provided IEP 
Provider is in compliance with the terms of this Agreement. 

Cephalon will provide support for the Program by means of an 
educational grant in the total amount of $1,829,504 as set forth in the 
budget attached hereto, or a pro rata amount based on the actual work 
performed and expenses incurred by IEP Provider, in accordance with the 
Budget. If the Program is canceled or terminated prior to completion, IEP 
Provider shall return the grant, or any unused portion thereof, to 
Cephalon within thirty (30) days of such termination or cancellation. IEP 
Provider shall have full responsibility for all funding arrangements of the 
Program, including any funding to be provided to IEP Provider's 
Educational Partner. Payment of the grant shall be made in accordance 
with a schedule agreed to by the parties. All payments due hereunder 
shall be made by Cephalon within forty-five (45) days of its receipt of an 
invoice for same, provided IEP Provider is in compliance with the terms of 
this Agreement. The parties acknowledge and agree that $926,495 of the 
total Budget is based on estimated out-of-pocket expenses, as identified 
in the Budget. 
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Highly Confidential 

(b) Within thirty (30) days of completion of the Program, IEP Provider shall 
provide Cephalon with a detailed reconciliation of actual out-of-pocket 
expenses incurred, and to the extent Cephalon has overpaid IEP Provider 
for same, IEP Provider shall provide a refund to Cephalon within thirty 
(30) days thereafter. Such detailed reconciliation shall be forwarded to 
Cephalon at the address above to the attention of Rod J Hughes, Ph.D., 
Vice President, Scientific Communications. 

(c) IEP Provider may not use funds provided by Cephalon to pay travel, 
lodging, honoraria or personal expenses for non-faculty attendees. Grant 
funds may be used to reduce the overall registration fees for attendees. 
Grant funds may not be used to purchase capital equipment or to provide 
general operational support for an institution. Funds for hospitality shall 
not be provided except that funds may be used for modest meals or 
receptions that are held as part of the Program, but such events shall not 
compete with nor take precedence over educational events. The 
appropriateness of any reception shall be at the sole discretion of the IEP 
Provider, and IEP Provider shall have final decision making authority in 
connection with any such activities. 

(d) Funds may be used by the IEP Provider to permit medical students, 
residents, fellows or other health care professionals in training to travel to 
and attend the Program; provided, however, that the selection of such 
students, residents or fellows who receive funds is made by either the 
academic or training institution or, if by the IEP Provider, such selection 
shall be made with the full concurrence of the academic or training 
institution. 

(e) In accordance with the Accreditation Council for Continuing Medical 
Education ("ACCME") Standards and to assist Cephalon in complying 
with its internal auditing procedures, IEP Provider agrees to verify the 
manner in which the grant is used. Accordingly, within thirty (30) days 
following a request from Cephalon, IEP Provider shall provide to 
Cephalon: 

i. A written statement verifying that the Program occurred, and 
ii. An itemized list of expenditures supported by the grant. 

8. Objectivity and Balance. IEP Provider shall retain full responsibility for control of 
the content of the Program and shall ensure that the following requirements are 
met: 

(a) The Program material/information will be objective, balanced and free 
from commercial bias. All topics shall be treated in an impartial, unbiased 
manner. All discussions shall include a range of views about each class 
of drug and disease treatment options. Information shall not unfairly 
represent a spectrum of views favoring a product or class of products 
marketed by Cephalon or any other company. The title of the Program 
will fairly and accurately represent the scope of the presentation. 
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Highly Confidential 

(b) IEP Provider agrees that neither Cephalon nor its agents shall control the 
content of the Program. IEP Provider agrees that there will be no 
scripting, targeting of points for emphasis, or other activities by Cephalon 
or its agents that are designed to influence the content of the Program. If 
requested in writing by the IEP Provider, medical/scientific 
representatives from Cephalon may attend content development 
meetings or other planning meetings, for the purpose of addressing any 
scientific inaccuracies they observe. Personnel from Cephalon must not 
discuss or in any way attempt to control (either during the meeting or at 
breaks or meals), the content of the program. An appropriate 
medical/scientific representative from Cephalon may provide a 
presentation at a content development meeting at the request of the 
provider, or may respond to specific questions at such meeting regarding 
the results of a Cephalon-sponsored research study, provided the 
information presented conforms to the generally accepted standards of 
experimental design, data collection and analysis, and provided any 
presentation is accompanied by a detailed outline of the presentation, 
which can be used by the IEP Provider/Educational Partner to confirm the 
scientific objectivity of the presentation. 

(c) If the IEP Provider, in its sole discretion, requests a Cephalon medical 
representative to review the Program for medical accuracy and 
completeness, Cephalon will comply with such request. The parties 
acknowledge there is no obligation or any condition requiring IEP 
Provider to make such a request. Any such request must be made after 
the Program materials are fully developed and such request must be 
made by the IEP Provider only to a Cephalon medical representative that 
has responsibility for the therapeutic area that will be covered by the 
Program. IEP Provider will not ask any marketing or sales 
representatives at Cephalon to comment on the material. All final 
decisions regarding whether to modify the material based on any 
comments provided by the Cephalon medical representative shall be in 
the sole discretion of IEP Provider. 

(d) If a product marketed by Cephalon is the subject of discussion, the data 
will be objectively selected and presented, with an accurate reflection of 
favorable and unfavorable information about the product and shall also 
include a balanced discussion of prevailing information on alternative 
products and /or therapies. 

(e) Any suggestions of superiority of one product or treatment over another 
will be supported by the body of available data, and will not result from 
selective presentation or emphasis on data favorable to particular 
treatment. 

(f) IEP Provider represents that neither it nor the Educational Partner (if any) 
has either an open complaint or decision from the ACCME or the Food 
and Drug Administration that a program provided by the IEP Provider or 
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Highly Confidential 

the Educational Partner failed to meet standards of independence, 
balance, objectivity, or scientific rigor. 

9. Risk Minimization Action Plan. Cephalon provides the following Risk 
Minimization Action Plan ("RiskMAP") information to all IEP Providers. Neither 
Cephalon nor its agents shall influence or control whether a product marketed by 
Cephalon is the subject of discussion. A RiskMAP is a strategic safety program 
designed to meet specific goals and objectives in minimizing known risks of a 
product while preserving its benefits. Any product marketed by Cephalon that is 
approved with a RiskMAP, and the key safety-related health outcomes outlined in 
that RiskMAP, are listed in Exhibit B. IEP Provider agrees that it is aware of the 
RiskMAP(s) and the key safety messages. 

10. Faculty Selection. IEP Provider shall retain full responsibility for the selection of 
the presenters, authors, moderators, and/or other faculty (hereinafter referred to 
collectively as "Faculty"). Cephalon, through its Scientific Communications 
Department, may respond only to IEP Provider-initiated, written requests (or 
requests from the Educational Partner) for suggestions of Faculty or sources of 
possible Faculty. In response to such requests at least three (3) names will be 
suggested (if possible) for each open position and this information will be 
provided in writing. IEP Provider will record the role of Cephalon in suggesting 
Faculty; will seek suggestions from other sources; and will make its selection of 
Faculty based on objective criteria. IEP Provider shall not be obligated to 
request or accept such assistance from Cephalon or its agents as a condition of 
receiving the educational grant hereunder. 

11. Disclosures. IEP Provider will ensure meaningful disclosure of limitations of data 
(e.g., ongoing research, interim analyses, preliminary data, or unsupported 
opinion). IEP Provider will require that Faculty disclose when a product is not 
approved in the United States for the use under discussion. 

12. Question and Answer Session. To the extent the Program is a presentation, IEP 
Provider will ensure meaningful opportunities for questioning by the audience. 

13. Financial Relationships. IEP Provider will ensure meaningful disclosure to the 
audience of Cephalon funding and any significant relationship between individual 
Faculty and Cephalon. All meaningful disclosure(s) shall also be made in any 
written materials, including but not limited to announcements, brochures, syllabi 
and enduring material. Disclosures shall not mention product trade names. 

14. Metrics/Copies of Program Material. 

(a) IEP Provider and/or Educational Partner shall provide certain outcome 
measurements and metrics to Cephalon as requested by the Scientific 
Communications Department. Such metrics shall be provided either after 
the conclusion of a single live event or monthly for a year-long accredited 
program and may at Cephalon's request include the number of program 
participants, number of certifications, assessment of the program and 
faculty, and demonstration of learning by program participants. 
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Highly Confidential 

(b) After the Program has occurred, IEP Provider shall provide Cephalon with 
1 copy of all Program materials in CD ROM or electronic format and 50 
copies in print format. 

15. Representations and Warranties. IEP Provider represents that: 

(a) Neither it nor the Educational Partner, if any, provides marketing, 
advertising, public relations, market research, medical education services 
or other consulting services (e.g., support for advisory boards) to any 
other department within Cephalon ("Marketing Activities"); 

(b) If IEP Provider or the Educational Partner has an affiliated company that 
provides Marketing Activities to Cephalon, IEP Provider has instituted 
appropriate controls and safeguards to ensure the Program (i) remains 
independent, objective, balanced and scientifically rigorous, (ii) is not 
intended to promote a Cephalon product directly or indirectly, and (iii) is 
not in any way biased due to the affliated company's relationship with 
Cephalon; 

(c) IEP has determined that it is appropriate to use the Educational Partner in 
light of the requirements under this Agreement; and 

(d) If IEP Provider or its Educational Partner employs a former Cephalon 
employee who worked at Cephalon anytime during the most recent year 
and who had marketing responsibility in the therapeutic area that will be 
covered by the Program, then that former employee will not have any role 
in the planning, development or delivery of the Program. 

16. Invitations/Enduring Materials. The Program audience will be selected by the 
IEP Provider. The IEP Provider shall be responsible for distributing materials 
about the Program, including invitations, reminder notices, and business reply 
cards that can be used by third parties to obtain any enduring Program material 
from the IEP Provider. 

17. Ancillary Promotional Activities. To the extent the Program is a live presentation, 
no promotional activities or product advertisements will be permitted in the same 
room as or in an obligate path to the Program. If the Program is a teleconference 
or webcast, no product advertisements or promotional activities will be permitted 
immediately prior to, during, or immediately after the delivery of the Program. If 
the Program is in print format, no product advertisements or promotional 
materials will be interleafed within the pages of the Program. ff the Program is 
made available electronically, no product advertisements or promotional 
materials will appear within the Program material or interleaved between 
computer windows or screens of the Program 

18. Compliance with Guidelines. IEP Provider represents that the Program, 
including development of the Program and Program materials, shall conform to 
the American Medical Association ("AMA") Guidelines on Gifts to Physicians, the 
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AMA Ethical Opinion on Continuing Medical Education, the ACCME Standards 
for Commercial Support, the FDA December 3, 1997 Final Guidance for Industry
Supported Scientific and Educational Activities, and the Pharmaceutical 
Research and Manufacturers Association ("PhRMA") Code on Interactions with 
Healthcare Professionals. 

19. Logistical Status Reports. IEP Provider and/or Educational Partner shall provide 
periodic reports to Cephalon regarding the management and logistics of program 
components. 

20. Miscellaneous. 

(a) No party shall use the other party's or its affiliates' name or trademarks for 
publicity or advertising purposes, except with the prior written consent of 
the other party. 

(b) IEP Provider agrees to obtain all consents, authorizations, approvals and 
releases that may be necessary for the production of the Program and of 
any written materials prepared in connection therewith. IEP Provider 
agrees to indemnify Cephalon with respect to any claims, actions or 
demands, including reasonable attorneys' fees that may arise in any 
manner out of IEP Provider's failure to secure such consents, 
authorizations, approvals or releases. 

(c) No term, condition or other provision of any attachment or addendum to 
this Agreement shall supersede any term, condition or other provision of 
this Agreement and with respect to any inconsistency or ambiguity, the 
Agreement shall control. 

[THE REMAINDER OF THIS PAGE IS INTENTIONALLY LEFT BLANK.] 
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IN WITNESS WHEREOF, the parties, by their duly authorized representatives, 
agree to comply with all the terms and conditions of this Agreement. 

MEDICAL LEARNING SOLUTIONS, INC. 

s£x/hJ~-
Name: Slu-ri f. &iv,nrA; 
Title: frp3/d,tJA}-
The above signatory is a duly authorized 
corporate officer of the IEP Provider. 

Date: ~/- 2l/, ZOf1. 

Tax ID#: C/OC,3SIS3 

MEDICOM WORLDWIDE, INC. 

By: m 
Nam : J7J~ 
Title: /JrR.J i Oet-!T 
The above signatory is a duly authorized 
corporate officer of the Educational Partner. 

Date: <j ,,,,oU{ -()1 
Tax ID#: a3- 3,0"7313 1 

Highly Confidential 

CEPHALON, INC. 

Date: 

APPROVED APPROVED 
Tis UM" 

FINANCE DEPT. LEGAL DEPT 
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Exhibit A 

Copy of Grant Request 
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July 5, 2007 

Bhaval Shah-Bell, PhD 
Cephalon, Inc. 
41 Moores Road 
Frazer, PA 19355 

Dear Dr. Shah-Bell: 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6103 
Fax 215.337.0960 

Medical Leaming Solutions, Inc. has recently completed a comprehensive needs assessment to 
identify the educational needs of clinicians who provide care to patients with chronic pain. This 
needs assessment was compiled from the following sources: 

• Analysis of utilization data for the Emerging Solutions in Pain web site 
• Clinical advisory review 
• Evaluation summaries of completed and ongoing 2007 Emerging Solutions in Pain 

programs and activities 
• Literature search 

Based on the identified educational need, Medical Learning Solutions is requesting an 
educational grant from Cephalon, Inc. to support the continuation and further development of the 
Emerging Solutions in Pain, or ESP, initiatives. This will include the continuation of selected 
ESP programs that initially launched in 2006 and 2007, as well as a faculty advisory board 
meeting and the development and production of the ESP Tool Kit Volume 11, as foundation tactics 
that require updating to provide the most current and relevant information and resources to 
clinicians who treat patients with chronic pain. The ESP initiatives will continue to focus on 
balancing the clinical need to provide adequate analgesia to patients with chronic pain with the 
legal and societal need to monitor for potential issues of abuse, addiction and diversion of 
controlled substances. 

These activities will be designed and planned as follows: 

Highly Confidential 

• The Emerging Solutions in Pain Web Site 
o Site Management 
o Membership Management 
o Clinical Expert Commentaries 
o In the Know Summaries 
o In the News Feature 
o Web Resources and Links 
o Ask the Experts Column 
o State Your Case Column 
o Quarterly Electronic Journal Club 

• Emerging Solutions in Pain Foundation Initiatives 
o The 2007/2008 Faculty Advisory Board Meeting 
o The Emerging Solutions in Pain Tool Kit, Volume II 

• Emerging Solutions in Pain Awareness Building Initiatives 
o The Beacon a-Newsletter 
o The ESP Scholarship Fund 
o The 2008 Awareness Campaign 

• Print-based Tactics 
o Practical Pain Management Monograph Series 
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o 2007 Monograph Collection 
• Emerging Solutions in Pain Exhibition Booth Series 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6103 
Fax 215.337.0960 

The budget to fund these activities is approximately $1,829,504. Please refer to the detailed 
budget section of this proposal for complete grant funding proposals. These scientific events will 
comply with all ACCME, FDA, AMA, and ACPE regulations for industry-supported professional 
continuing education. 

MLS will work with MediCom Worldwide, Inc., a third party CE vendor, in the planning, execution 
and development of the accredited activities associated with the ESP initiatives. MediCom 
Worldwide is accredited by the Accreditation Council for Continuing Medical Education to provide 
continuing medical education for physicians and is approved by the Accreditation Council for 
Pharmacy Education to provide pharmacy continuing education, as well as an approved provider 
of nursing continuing education through the California State Board of Registered Nursing. 

Thank you in advance for your consideration of this request. 

Respectfully, 

Sheri L. Gavinski 
President, 
Medical Learning Solutions, Inc. 

Highly Confidential 
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Current Clinical Environment Demonstrates an Educational Need 
Under-Prescribing of Pain Continues While Prescription Drug Abuse Is Increasing 
Chronic pain is one of the most frequently reported reasons for visits to health care providers.1

·
2 A recent 

survey demonstrated that the average number of patients with moderate-to-severe chronic patn who 
sought care from a palliative care physician was 94.2 per month, with 44.7 patients per month seeking 
care from primary care physicians for pain management.2 Anothe·r survey reported that almost 40% of 
adult patients attending primary care community clinics presented with complaints of pain.3 When asked 
to evaluate the success of their efforts to manage chronic pain, 68% of physicians acknowledged that 
their management efforls are inadequate and 60% expressed the belief that physician education about 
effective strategies for pain control would improve their efforts to effectively control the pain experienced 
by their patients. 2 When asked about the primary factors that contributed to sub-optimal pain 
management were reluctance to prescribe opioid analgesics for non-cancer related pain, 35% of these 
respondents indicated that they would never prescribe an opioid for non-cancer related pain of any 
degree of severity. Concerns about addiction and side-effects, as well as about polypharmacy for 
patients with comorbid conditions and the potential for drug-drug interactions were also baffiers to use of 
opioids for pain management. 1 

•
2 

Yet, in contrast to these reports of under-prescribing, recent data demonstrate that, as opioids and other 
analgesics recognized as addictive are increasingly prescribed for patients without cancer pain, the rate 
of misuse of these medicinal drugs is on the rise. In 2002, 4 to 6 million patients in the United States were 
receiving long-term opioid therapy and 12% of all medications prescribed during ambulatory office visits 
were opioids.4 A 2005 survey by the Substance Abuse and Mental Health Services Administration 
(SAMHSA) reported that 56% more Americans abuse opioid prescription drugs than abuse cocaine, 
heroin, hallucinogens, and inhalants combined. 5 These activities have created a serious public health 
problem, as evidenced by the following reported data collected by the National Center on Addiction and 
Substance Abuse (NCASC) from 1992 to 2003. 6 

• The number of Americans abusing drugs increased by 94% 6 

• Abuse by children, ages 12-17, increased by 212%6 

• A 542% increase in addiction to prescribed opioids alone was also reported6 

Data from multiple sources support the important results of the NCASC survey. Surveys conducted by 
SAMSHA for the 2005 National Household Survey on Drug Use and Health (NSDUH) indicate significant 
increases in reported misuse.5

·
7 

• 112 million Americans age 12 or older (46% of the population) reported illicit drug use at least 
once in their lifetime 

• 14% reported use of a drug within the past year 
• 8% reported use of a drug within the past month. 

In addition, the 2006 Denver Health's Researched Abuse, Diversion, and Addition-related Surveillance 
(RADARS®) have reported data collected pertaining to the diversion of prescribed drugs.8 The 2006 
RADARS report indicated that prescription drug abuse impacts every state, with abuse more prevalent in 
suburban and rural area than inner cities. When RADARS conducted a nationwide analysis of 2006 data 
on abuse, misuse and diversion of prescription opioids, 93 percent of reporting three-digit ZIP codes had 
at least one case of prescription drug abuse, misuse or diversion to the black market in 2006. 
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Figure 1. 2006 RADAR Reporting 
2006 Prescription Drug Abuse or Diveraion Cases 

Reported to RADARS System (shaded red) 

http://www.radars.org/Portals/1 /RADARS%20release 05-22-2007 Complete%20Document 8.pdf 

Unfortunately, the link between the increase in opioid prescribing for pain and the increasing rates of 
opioid abuse is not clear. Physicians often perceive that they have little or no control over how patients 
use prescriptions once patients leave the office, and data from the National Survey on Drug Use and 
Health suggest that only 14% of opioid misusers obtained their drugs from a physician. More than half of 

. all people who misuse prescription pain relievers obtain the drugs from a friend or relative, and another 
one-third obtain them from such sources as drug dealers or the lnternet.5 This information may be 
interpreted to mean that comprehensive and risk-contained patient management may need to include not 
only the patient, but family members or those who reside with or support the healthcare of the patient. It 
may also be interpreted that some patients may be ineffectively treated and are seeking drugs from other 
sources to alleviate pain. Either scenario suggests that prescribers and patients need to be better 
informed to recognize aberrant behaviors, improve communications, improve pain assessment, and 
increase knowledge of appropriate and effective pharmacotherapies. 

Governmental and Regulatory Responses to Prescription Drug Abuse Data 
The data from these various surveys and reports are currently being translated into guidance and 
recommendations from governmental agencies involved either directly or peripherally in the prescribing of 
controlled substances. In a 2004 White House press release related to National Drug Control Strategy, 
for example, the following guidance was issued: "Physicians must perform risk assessments on patients 
at risk for potential abuse. This is particularly true for patients entering opiate therapy for chronic pain. ,I} 

In April 2003, The Federation of State Medical Boards of the United State, Inc., called upon their 
membership for an update to its Model Policy for the Use of Controlled Substances for the Treatment of 
Pain. The goal of the revised model policy is to provide state medical boards with an updated template 
regarding afopropriate pain management in compliance with applicable state and federal laws and 
regulations. 0 The basis of the Policy is described verbatim, as follows 10

: 

"The Model Policy is designed to communicate certain messages to licensees: that the state medical 
board views pain management to be important and integral to the practice of medicine; that opioid 
analgesics may be necessary for the relief of pain; that the use of opioids for other than legitimate 
medical purposes pose a threat the individual and society; that physicians have a responsibility to 
minimize the potential for the abuse and diversion of controlled substances; and that physicians will not 
be sanctioned solely for prescribing opioid analgesics for legitimate medical purposes. In addition, this 
policy is not mean to constrain or dictate medical decision-making." 
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The policy went on to express the following: 

0Pain should be assessed and treated promptly, and the quantity and frequency of doses should be 
adjusted according to the intensity, duration of pain, and treatment outcomes. Physicians should 
recognize that tolerance and physical dependence are normal consequences of sustained use of opioid 
analgesics and are not the same as addiction." 10 

The Policy offers the following practice-based guidance to physicians who prescribe controlled 
substances for the treatment of chronic pain 10

: 

• Complete patient evaluation 
• Written treatment plan 
• Informed patient consent and agreement for treatment 
• Periodic review of the course of treatment 
• Willingness to refer 
• Maintenance of complete and current medical record 

Similarly, the Drug Enforcement Agency (DEA) continues to update its position concerning opioids and 
prescription drug abuse. The DEA released their final policy statement in September of 2006, which 
offered the following edict: 

"As a condition of being a DEA registrant, a physician has a responsibility to exercise a much greater 
degree of oversight to prevent diversion and abuse in the case of a known or suspected addict than in the 
case of a patient for whom there are no indicators of drug abuse. Under no circumstances may a 
physician dispense controlled substances with the knowledge they will be used for a nonmedical purpose 
or that they will be resold by the patient. Some physicians who treat patients having a history of drug 
abuse require each patient to sign a contract agreeing to certain terms designed to prevent diversion and 
abuse, such as periodic urinalysis. While such measures are not mandated by the CSA or DEA 
regulations, they can be very useful." 11 

Clinical Expert Opinion Concerning the Challenges of Opioids and Addiction 
At the 2007 National Institutes of Health Drug Abuse Conference on Pain, Opioids, and Addiction, experts 
in pain and addiction management discussed ways to reduce prescription pain-killer misuse without 
causing undertreatment of pain, emphasizing the need for better use of available information to guide 
prescribing and novel approaches to block medication misuse. "The abuse of opiate analgesics is an 
urgent issue. But the fact that these medications have the potential to produce addiction in no way 
decreases their value. The challenge comes in terms of understanding better the risks for becoming 
addicted ... and minimizing these risks." said Nora Volkow. MD, Director of the National Institutes on Drug 
Abuse. 12 

The th Annual International Conference on Pain and Chemical Dependency was held in New York City, 
June 21-24, 2007. The entire conference was devoted to educating clinicians about improved pain 
management practice methodologies designed to contain risk for their patients, for themselves and for 
their practice related to the prescribing and use of opioids. The following is a quote from the Chairman of 
the conference, Dr. Russell Portenoy: 
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"It is a challenging era: increasing recognition of the potential benefits of opioid therapy for chronic pain, 
but great concern about the rising toll of prescription drug abuse; increasing fear about the intrusion of 
regulators and law enforcement into clinical practice, but more willingness to seek balance between 
medicine and drug control policies for the public good; and increasing complexity of both pain medicine 
and addiction medicine, but efforts in each field to reach out to the other. In such an era, a timely 
conference devoted to best practices and evidence at the interface between pain and chemical 
dependency is of great utility to clinicians of every type." 

--Russell Portenoy, MD, 2007 13 

In addition to the past 12-months of In the Know reviews at the Emerging Solutions in Pain web site, a 
search of recently published literature demonstrates numerous publications that support the need to 
educate physicians regarding improved understanding of controlled substance pharrnacotherapy,2

8-3
2 

improved understanding and use of validated, appropriate Bain and risk assessment techniques I tools I 
markers,33-4° im.R!"oved and frequent patient monitoring, 5

•
41

•
42 and application of best-practice risk 

containment. 3
·
16

· 
47 An excerpt taken directly from a 2007 abstract, National Drug Control Policy and 

Prescription Drug Abuse: Facts and Fallacies by Dr. Laxmaiah Manchikanti states: 

"The multiple reasons for continued escalation of prescription drug abuse and overuse are lack of 
education among all segments including physicians, pharmacists, and the public; ineffective and 
incoherent prescription monitoring programs with lack of funding for a national prescription monitoring 
program NASPER; and a reactive approach on behalf of numerous agencies. "14 

· 

Another excerpt from a 2007 abstract reporting on a questionnaire study of physician's knowledge related 
to urine drug testing (UDT), states the following: 

"Physicians who employ UDT to monitor patients receiving chronic opioid therapy are not proficient in test 
interpretation. This study highlights the need for improved physician education; it is imperative for 
physicians to work closely with certified laboratory professionals when ordering and interpreting these 
tests." 15 

Another published 2006 report of survey results of physicians (n=248) on the use of opioids in chronic 
pain yielded this conclusion: 

"The survey suggests physicians are concerned about drug abuse, addiction, adverse effects, tolerance, 
and medication interaction. Their comfort level in prescribing opioids varies with the patient 
characteristics. Urine toxicology testing is underutilized .... "16 
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The Emerging Solutions in Pain Educational Initiative: Fulfilling an Educational Need 

The Emerging Solutions in Pain Mission Statement 
Emerging Solutions in Pain (ESP) is an ongoing educational initiative developed to address some of 
today's most critical issues in pain management. These issues involve balancing fundamental rights of 
patients and clinicians with the challenge of risk containment for opioid misuse, abuse and addiction 
associated with medical prescribing and use of controlled substances. Through evidence-based scientific 
data, validated tools, and the expertise of a cadre of leading pain and addiction medicine experts, the 
ESP program provides clinicians with guidance in the implementation of best practice management 
techniques. Site features and programs emphasize favorable interaction with regulatory and law 
enforcement agencies, as well as effective assessment, monitoring and documentation strategies; all of 
which contribute to the overall goal of optimizing outcomes for patients in pain. 

Global Educational Objectives 
In 2008, Emerging Solutions in Pain will continue to create educational tools, resources and activities that 
support the goals and objectives outlined by the ESP Mission Statement. These global objectives are 
designed to fulfill the educational needs of clinicians who provide are to patients with chronic pain, and 
include the following: 

(1) Educate clinicians on practices, techniques and tools that support safe and effective prescribing 
of opioids 

(2) Increase clinician understanding of best practices associated with minimization of the risk of 
opioid misuse, abuse and addiction 

(3) Develop educational tools and resources that support appropriate risk assessment, effective 
ongoing monitoring programs and documentation strategies for patients who are prescribed 
opioids 

(4) Educate clinicians on the guidelines and federal and state regulations pertaining to the 
prescribing of controlled substances 

Intended Audience and the Ongoing Need for Awareness Building Activities 
The Emerging Solutions in Pain (ESP) initiatives were launched in 2005 with the goal of providing 
education, tools and resources to clinicians that support safe and effective prescribing of opioids while 
minimizing the risk potential of opioid misuse, abuse and addiction. While awareness among health care 
professionals of Emerging Solutions in Pain as a critical resource in the field of pain management is 
increasing, as measured through increased utilization of the ESP web site and other ESP programs, the 
data detailed above also supports the ongoing need for awareness-building initiatives among the 
intended audience of key clinician groups. These groups include, but are not limited to, the following: 
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(1) Pain specialists, addictionologists and other physicians who are not yet members of the 
ESP web site 

(2) Non-physician members of the pain management community, e.g., nurses, physician 
assistants, pharmacists 

(3) Residents and fellows who have an interest in treating pain as part of their studies 
(4) Pain specialists, addictionologists and other physician and non-physician members of 

Emerging Solutions in Pain who are not regular users of the resources, tools and 
information available through the ESP initiative 

Pages 
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The Emerging Solutions in Pain Web Site 
One of the foundations of ESP is the Emerging Solutions in Pain web site, which is a repository for all 
information produced, developed or deployed through any ESP activity. This clinical site requires 
membership to access many of the information, tools and resources housed within, which allows Medical 
Learning Solutions to monitor utilization on both global and individual tool scales. 

An analysis of the frequency, depth and usage of the global web site is a strong indicator that clinicians 
are actively in need of the information, tools and resources produced through the ESP initiatives. 

Feb 1, 2005 - Jan 1, 2007 - Percent Increase: 
Apr 30, 2007 Apr30,2007 Last 4 Months vs Last 

27 Months 
Frequency, Measured by 60,827 20,419 33% 
Number of User Sessions 
Depth, Measured by 3,460,797 903,725 26% 
Number of Hits 
Usage, Measured by 
Average Bytes 264.08 MB 493.43 MB 186% 
Transferred Per Dav 

The significant growth of frequency, depth and usage in the last four months supports the ongoing need 
of clinicians who treat patients with chronic pain for education, information, tools and resources that 
support minimizing risk of opioid misuse, abuse and addiction. This data also demonstrates and validates 
the utility and degree of use of the. pain management practice tools, continuing-education activities, and 
expert guidance that comprise the comprehensive ESP initiative. 

Further analysis of session data indicates the strong upward trend of frequency, again supporting the 
ongoing educational need for programs and activities that support safe and effective prescribing of 
opioids. 

Daily Sessions 

Report: Se~sions Graph - EmergingSolutionslnPain.,:om 
Date Range: 06/20/2007 · 06/26/2007 

, -
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In the daily session graph, note the average number of sessions per day is more than 262. Of note, the 
average length per session is significantly over 7 minutes, which is reflects an approximate 75% increase 
over session length from the similar time period in 2006. Similar upward utilization trends are seen in the 
monthly and yearly session charts, shown below. 

Monthly Sessions 

Report: Sess,,:in:s Graph • EmergingSolut1onslnPain,corn 

Date Range: 05/25/2007 • 06/26/2007 

• . r • . - . , 
. - . 

.11111111111111 
num s,r.'6.01 su.. 6/JO u.n d/18 rui 61)5 

Yearly Sessions 

Report: Sessions: Graph~ Emergln~:olut1ons:InP.a,n.corn 
Date Range: Ot>/26/2006 ~ 06/'::.6t::.007 

- . - - . - - - - . - ---- - . - - . -- . .. - - .. 

. . . . . ' ' . . . . : . 

The content for ESP was selected, developed and designed specifically to fulfill the dynamic educational 
needs of practitioners associated with pain management many of whom prescribe controlled substance 
therapies. The four primary areas of ESP content are: Pharmacotherapy, Assessment, Monitoring and 
Best Practices. It is clear from the data below summarizing page-views and downloads across these 
areas that these primary areas of content are not only most frequently accessed, but in both 2006 and 
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2007, these percentages of users demonstrate a consistent need, especially in the areas of pain 
management and risk assessment, and best practice. 

Figures 1A, 1 B. Annual Usage Percent-2007; 2006: PDF Selections per Topic Area 17 
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Monitoring, 
123, 6% 

Best Practices, 
930, 47% 

ESP Downloads for 2006 

Phannacotherapy, 
0, 0% 

Assessment, 
940, 47% 

"Note that no programs were available for download in the pharmacotherapy section of the ESP website in 
2006. 

Monitoring, 
105, 3% 

Best Practices, 
1,570, 45% 

ESP Downloads for 2007 

Phannacotherapy, 
99, 3% 
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Figures 2A, 2B. Percentage of User Page-views per Topic Area, 2006; 200718 
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Monitoring, 
432, 6% 

Best Practices, 
2818, 42% 

Best Practices, 
6480, 57% 

ESP Pageviews for 2006 

Pharmacotherapy, 
264,4% 

ESP Pagev iews for 2007 

Assessment, 
3195, 48% 

Monitoring, 
352, 3% 

Pharmacotherapy, 
945, 8% 
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These graphs summarize extensive data pertaining to the view of individual tools, resources and 
education on the ESP web site. Of members visiting the ESP site, the most common page categories 
which were viewed included the following: 

Page(s) Views Between Jan 1 and Apr 30, 2007 

The Emerging Solutions in Pain Tool Kit 6,516 views 

Continuing Education Programs 3,882 views 
Clinical Expert Commentaries 2,718 views 

The following tools were the 11 most frequently downloaded from the ESP web site between January 1 
and April 30, 2007, with number of downloads provided in the right column. The distribution of content of 
these downloads indicates significant concern and need on the part of clinicians for further education, 
tools and resources in the areas of opioid prescribing and use, pain and risk assessment, and regulations 
and guidelines pertaining to controlled substances. 

Acute Pain Analgesic Ladder 410 
Equianalgesic Dosing Chart 355 
Numeric Assessment Scale 189 
Faces of Pain Assessment Scale 186 

Opioid therapy for chronic nonmalignant pain 
clinician's perspective. J Law Med Ethics. 1996;24(4):296-
309. Portenov RK. 137 

Model Policy for the Use of Controlled Substances for the 
Treatment of Pain. 
Copyright May 1998 by the Federation of State Medical 
Boards of the United States, Inc. 134 

From Confrontation to Collaboration: 
Collegial Accountability and the Expanding Role of 
Pharmacists in the Management of Pain. 
J Law Med Ethics. 2001;29(1):69-93. Brushwood DB. 126 

Controlled substances and pain management 
regulatory oversight, formularies, and cost decisions. 
J Law Med Ethics. 1996;24(4):210-316. Pisano DJ. 100 
The Opioid Risk Tool (ORT) Patient Form 96 
The Opioid Risk Tool (ORTI Clinical Form 84 

Achieving the Right Balance in Oversight of Physician opioid 
prescribing for pain: 
The role of State Medical Boards. 
J Law Med Ethics. 2003;31(1):21-40. Hoffmann DE, Tarzian 
AJ. 81 
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Results from the 2006/2007 ESP Accredited Monograph Series in Practical Pain Management 
Journal (Please refer to Appendix A for additional supportive monograph data) 
The Emerging Solutions in Pain Accredited Monograph Series was initiated in 2006; a total of 12 
accredited articles will be released in this Series through December, 2007. The monographs in this 
series have addressed a diverse collection of topics in pain management and addiction medicine, 
including: 

• Determining the Risk of Opioid Abuse 
• The Connection Between Cigarette Smoking and Aberrant Drug-Taking Behavior in 

Opioid Therapy for Chronic Pain 
• VIGIL: A Five-Step Process Approach to Opioid Prescribing and Dispensing 
• Relating Central Sensitization and Hyperalgesia to Opioid Pain Management and 

Preemptive Analgesia 
• Pain Patients at Risk of Abuse and Those with Comorbid Psychopathology: A Guide to 

Identification and Treatment 
• A Closer Look at Racial/Ethnic Disparities in Pain Management 
• Evaluating Interdisciplinary Approaches to Chronic Pain Management 
• What Role Does Age Play in the Management of Chronic Pain in Adult Patients? 
• Treating Chronic Pain in the Shadow of Addiction 

More than 3,962 clinicians have participated in the first nine issues of the monograph series, with average 
ratings for content and overall quality as 95% rating these two factors as either "Excellent" or "Good"; 
please refer to Appendix A, pages 77 - 78. In addition, access rates for each monograph when posted 
online are maintained at a continuous level for the subsequent 11 months, supporting the ongoing need 
for these educational activities. 

The PPMJ monograph series has thus proven to be one of the most effective tactics of the ESP initiative. 
Presented are learners' post activity evaluations data derived from nine previously published PPMJ 
educational monographs. Categories addressed include: appraisal of content; format evaluation; 
assessment of satisfaction relative to stated educational learning objectives; and appraisal of utility of 
content relative to the learner's clinical practice needs. 

Educational needs or successes demonstrated from resulting data include: 

1. Subjects/topics of monographs are considered of valuable utility to the majority of clinical 
practitioners, with a range of 90%-100%.(AII] 

2. Areas demonstrating scores of s 7% in the rating category of "fair" or "poor'' may require 
additional education in order to present content in an alternate method to improve satisfaction of 
originally stated educational goals. 

a. Example: 10% of participants evaluated content as fair in relationship to satisfying stated 
learning objectives. [Moskowitz] 

b. Example: Assessment tools may be an area to increase educational concentration, as 
evidenced by 7% of participants stating the content did not adequately express the 
learning objective. [Webster] 

The underlying message that may be interpreted from these data is that the monograph series is and 
continues to be a valuable educational resource to the majority of participating clinicians. As monograph 
topics are generally selected to support the mission of ESP, the cumulative quantitative and qualitative 
response from participants underscores the impact of this program and need for its continuance. 
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ESP Advisor/Faculty Guidance 
Emerging Solutions in Pain was developed for physicians, pharmacists, nurses and other health care 
professionals through consultation with clinical experts in the fields of pain management and addiction 
medicine. Initial consultation occurred through two faculty advisory board meetings in November, 2003 
and in May, 2004. These meetings resulted in the development of the Emerging Solutions Pain Tool Kit 
and all supporting tools and resources. A third faculty advisory board meeting occurred in January, 2006, 
which focused on faculty review of previous ESP initiatives and recommendations for future programs. 

Ongoing faculty consultation and input is a key foundation of the Emerging Solutions in Pain initiatives, 
and is critical to the continued success of this initiative. As part of our research for developing the 
educational needs assessment for 2008, the ESP team interviewed several ESP initiative advisors and 
faculty to gain their strategic and tactical guidance. Summaries of their expert comments are listed 
below, assigned to specific ESP topics of pharmacology; assessment; monitoring; and best practice. 
Guidance was also provided that did not address any of the existing topics. These outlier suggestions 
pertained to areas of communication and controversies surrounding pain management and potential 
misuse issues. 

Pharmacology 
Several experts suggested greater inclusion of pharmacist-targeted programs to address dispensing 
issues surrounding opioid prescribing, the pharmacist as part of the interdisciplinary team, and 
assessment and monitoring practices. [Brushwood, Strickland; personal communications; Medical 
Learning Solutions; April 2007] 

Assessment and Monitoring 
Practitioners need additional education to support safe and effective prescribing of opioids, to include: 
proactive assessment and monitoring of sleep disorders and endocrinopathic effects. Both of these 
comorbid conditions may interfere with effective therapy and compromise goal attainment, especially 
related to functionality. [Webster, Shurman; personal communications; Medical Learning Solutions; April, 
2007) 

Hyperalgesia is a condition that may be identified and diagnosed through accurate assessment and 
monitoring. Not many practitioners understand hyperalgesia related to opioid therapy and its effects. 
(Passik; personal communications; Medical Learning Solutions; April 2007) 

Documentation is critical. Various assessment and monitoring tools exist for practitioners to use that will 
help satisfy due diligence. Too many practitioners are unaware of these tools and many either do not use 
them or know how to use them effectively. [Bolen; personal communications; Medical Learning Solutions; 
April, 2007] 

Best Practice 
Clinicians need more information and tools related to legal, regulatory and ethical considerations and risk 
containment surrounding prescribed controlled substances; including abuse, misuse, addiction and 
diversion. [Brushwood, Shurman, Bolen, Webster; personal communications; Medical Learning Solutions; 
April, 2007] 

Education related to a multi-or inter-disciplinary approach in pain management is needed by most 
clinicians for them to understand the shared-risk model of pain management and the associated 
beneficial outcomes affecting patient care. Tools, resources and education designed to support 
interdisciplinary communications is needed. [Brushwood, Strickland; personal communications, Medical 
Learning Solutions; April, 2007] 
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Very little information is available and what exists is rarely discussed in regard to exit strategy for the non
compliant patient prescribed opioid therapy for pain. Prescribers need more information and tools 
designed to help them devise an ethical and clinically appropriate plan with their patient prior to 
therapeutic crisis. [Shurman; personal communications, Medical Learning Solutions; April, 2007] 

Practitioners need to be aware and develop an improved appreciation for issues surrounding disparity in 
treatment of chronic pain. This includes, but is not limited to, age-discrimination, race and gender 
discrimination, and discrimination towards patients who are economically disadvantaged. [Vallerand; 
personal communications, Medical Learning Solutions; April, 2007] 

Communications/Communications Delivery 
Not only do practicing and seasoned pain management clinicians need education related to concepts 
related to pain management, but fellows and residents also need this information as a supplement to the 
standard curriculum, which is often weak in addressing these important topics. [Webster, Passik, 
Vallerand; personal communications, Medical Learning Solutions; April, 2007] 

Clinicians need just-in-time or nano educational presentations of information; on-demand, tightly focused 
and in efficient, short-attention time frames (i.e. no longer than 30 minutes). Interactive, peer-to-peer 
learning and case-based communications is also needed and may be achieved via on-demand web
casts. Summaries of major meetings, list serves posted on the web for 24-7 accessibility is also a desire 
of most clinicians; as are e-mail notifications of clinically important issues (i.e. e-newsletters, e-mail 
announcements). [Webster, Passik, Vallerand; personal communications, Medical Learning Solutions; 
April, 2007] 

Controversies 
Many controversies exist related to issues in pain management. Practitioners need to hear an evidence
based dialogue relative to conflicting data and viewpoints. A point-counterpoint debate may be an 
excellent format to deliver this information meant to deepen awareness and provide clinical guidance. 
[Shurman; personal communications, Medical Learning Solutions; April, 2008] 

The input and guidance of the Emerging Solutions in Pain Faculty Advisory Board has been critical in the 
identification of the educational needs of clinicians in the fields of pain management and addiction 
medicine, and in the development of all programs, tools and resources associated with Emerging 
Solutions in Pain. The series of interviews conducted with key ESP faculty resulting in the above 
guidance is invaluable; as detailed in the section of this grant proposal that focuses on the 2007/2008 
Faculty Advisory Board Meeting, a meeting of current faculty will also be critical in the further identification 
and continuing development of relevant tools, activities and resources in the 2008 Emerging Solutions in 
Pain initiatives. 

The Emerging Solutions in Pain Tool Kit 
A fundamental example of the importance of faculty input and guidance to the Emerging Solutions in Pain 
initiatives is the ESP Tool Kit. The original Emerging Solutions in Pain Tool Kit was developed based on 
a series of Advisory Board meetings with clinical experts in the fields of pain management and addiction 
medicine in late 2003 and mid-2004. Based on the faculty guidance obtained at these meetings, the 
current structure and contents of the Tool Kit were identified and developed, as outlined below: 

1. Introduction and Background 
2. Assessment Module 

a. Pain Assessment 
b. Risk Assessment 
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3. Monitoring Module 
a. Return Visit Monitoring 
b. Urine Drug Testing 

4. Best Practices 
a. Opioid Agreements 
b. Federal and State Regulations 
c. Effective Clinician/Pharmacist Interactions 

The current ESP Tool Kit has been distributed, either via access on the Emerging Solutions in Pain web 
site or direct distribution of a multimedia CD-ROM, to approximately 48,000 clinicians. This trend in 
clinician accessing of the Tool Kit is occurs with relative continuity, with only small fluctuations in the 
distribution of the Tool Kit over time. 

Since the original Tool Kit was finalized in 2004, multiple new, important developments have occurred in 
the fields of pain management and addiction medicine. These developments include, but are not limited 
to, critical changes in the Federal regulations pertaining to the prescribing of controlled substances and in 
the development and/or validation of new assessment tools. The current Tool Kit does not address or 
include these new developments and resources. In addition, as detailed above, statistics reflecting 
increasing amounts of prescription drug abuse and addiction in the United States clearly indicate the 
need for increased information, tools and resources that not only support appropriate clinician 
management of patients with chronic pain who are prescribed opioids, but also support safe and effective 
utilization of these agents that contributes to minimization of the risk of opioid misuse, abuse and 
addiction. 

The Emerging Solutions in Pain Meet the Expert Exhibit Booth Series 
The Emerging Solutions in Pain Meet the Expert Exhibit Booth Series has been a key feature of the 
Emerging Solutions in Pain initiatives since the series was launched in February, 2005. In that time 
period, the ESP Booth has been exhibited at 18 national association meetings and congresses to date, 
with total exposure to more than 21,000 clinicians across all events, as measured by total meeting 
attendance. The Booth has been a key point of education concerning the mission, tools and resources of 
the ESP initiatives, and has been instrumental in recruiting more than 3,000 members to the ESP web 
site. In addition, more than 2,700 ESP Tool Kits and more than 3,000 ESP monographs have been 
distributed to clinicians through the deployment of the Meet the Expert Booth. 

In addition to its function as a distribution point for key Emerging Solutions in Pain information and 
programs, the ESP Meet the Expert Booth is also a fundamental component in developing an interactive 
community among clinicians involved in the fields of pain management and/or addiction medicine, 
through the "Doctor Is In" function of the Booth. Through The Doctor Is In, ESP faculty members are 
present at scheduled times during exhibition hours, with the sole function of interacting with attendees of 
the meeting in an informal, one-on-one session. More than 17 ESP faculty members have successfully 
participated in this activity since the initial deployment of the Booth in February, 2005. 

Chronic Pain: Trends in Increasing Prevalence Denote a Need for Continuing Education 
Chronic pain is remains a significant challenge in the United States today: chronic pain is experienced by 
50 million Americans and is the most common cause of medical visits and of long-term disability. One
third of Americans will experience chronic pain at some point in their lifetimes, with the burden of this 
condition anticipated to increase as the population ages and the incidence of chronic health conditions 
rises. 1

•
1

9-
24 Cancer is a significant cause of pain and as patients survive cancer for longer periods of time. 

Today, 75% percent of children and two out of three adults will survive cancer, whereas 50 years ago just 
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one out of four survived; in many instances of long-term cancer survival, the pain associated with the 
disease evolves into a chronic pain state. Noncancer-related conditions such as back disorders, with low
back pain considered most prevalent, rheumatological conditions, neuropathies, degenerative joint 
disorders, cardiovascular disease, peripheral vascular disease, and other visceral conditions may also 
elicit chronic pain.1

•
19

•
21

•
23

·
2s-27 Current estimates suggest that only 25% to 40% of persons experiencing 

chronic pain achieve adequate pain management despite the fact that sufficient knowledge and 
resources are available to effectively manage pain in 90% of individuals with chronic pain. 1 

•
19

•
22 

As chronic pain remains an increasing prevalent problem for our society, and as under-treatment of pain, 
and concerns over opioid prescribing remain consistent, it is clear that an educational gap exists for many 
clinicians who treat chronic pain. While a simplistic approach to these challenges is for physicians to 
choose simply not to prescribe opioids, opiophobia is not the answer. The solution lies in balancing pain 
management with recognition and management of inherent risks associated with opioid prescribing. 
Emerging Solutions in Pain has successfully developed, produced and implemented a significant number 
of educational activities, tools and resources for clinicians who treat chronic pain. Medical Learning 
Solutions is proposing, in this grant, to continue presentation of these critical resources, and thereby 
support the need to maximize treatment compliance, contain risk, improve care and affect therapeutic 
outcomes. 
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Cateaorv Tactic 

Site Management 

Membership Management 

Clinical Expert Commentaries 

Web-Associated In the Know 

Tactics: Maintenance of In the News 

Current Functionality Resources/Meetings and Events 

Ask the Experts 

State Your Case 

Electronic Journal Club 

Faculty Advisory Board Meeting 

Foundation Initiatives 

ESP Tool Kit Volume II 

Highly Confidential 

2008 ESP Budget Estimate: Summary 

July 5, 2007 

Estimated Costs Notes 
Update of site infrastructure programming to reflect deployment of 

$ 72,713 
new educational content in multiple media types; management and 
analysis of site utilization data; hosting, co-location and 
maintenance/troubleshooting 
Development and maintenance of monthly and bi-monthly blast 

$ 33,816 
email campaigns to membership to increase awareness of new web 
features and resources; management and maintenance of member 
orofiles 

$ 58,013 One clinical exoert commentary per month 
$ 25,078 Journal article summaries: two abstracts per month 
$ 4,866 Daily news feed of pain-focused news headlines 

$ 10,865 
Identification of base resources, links, suggested articles; updating 
of meetinas and events page 
Column in which ESP members may submit questions to ESP 

$ 23,056 
faculty; MLS will coordinate audio recording and posting of faculty 
responses as MP3 files ; 1 column per month, 9 columns total (April 
December 2008) 

$ 20,380 
ESP member submission of cases with KOL review and 
commentary; 1 case study/quarter (Q3, Q4, 2008), 2 cases total 

$ 67,285 
Web-based journal club with residents and fellows as target 
audience· 1 issue/quarter (Q3 Q4 2008), 2 issues total 
Meeting of ESP clinical experts and advisors to review current ESP 

$ 135,267 
initiatives and strategies and provide recommendations for future 
directions; review and revision of ESP Tool Kit Volume I for creation 
of ESP Tool Kit Volume II 
Update of current ESP Tool Kit (Volume I) to reflect information, 

$ 160,341 
tools and resources that have been developed/validated since 
original launch in February, 2005; update of all graphics and tools to 
2007 ESP look/feel 
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Cateaorv Tactic Estimated Costs Notes 

The Beacon e-Newsletter Series $ 86,320 
Teaser E-mail newsletter that would link reader back to the web site 
for full copy 

Scholarship for residents, fellows and nurses; one scholarship 

Awareness Building awarded per major pain meeting; scholarship would include 

Initiatives ESP Scholarship Fund $ 34,460 conference registration fees, airfare, hotel and small stipend; 
recipient will write abstracts of conference plenary sessions that can 
be posted on the ESP web site 

Awareness Campaign $ 104,200 Includes both print and banner advertisements 

Practical Pain Management Journal 
$ 226,548 4 issues, each accredited for one hour; 8-page format 

Accredited Monograph Series 
Print-based tactics 

Accredited collection of the four issues of the 2007 PPMJ 
2007 Monograph Collection $ 49 ,259 

Accredited Monograph Series 
Booth maintenance, storage and general 

$ 37,351 
Includes storage of booth, new graphics as appropriate, updates to 

support equioment and other suooort materials as needed 

Exhibit Booth 20x20 Island Exhibit Booth, three meetings 
$ 378,933 Final meeting schedule TBD 

total 
1 0x20 Mini Exhibit Booth, four meetings 

$ 300,754 Final meeting schedule TBD 
total 

Total $ 1,829,504 
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Program Summary: The Emerging Solutions in Pain Website 

Program Title 
The Emerging Solutions in Pain Web Site 

Program Overview 
The core educational component of the Emerging Solutions in Pain initiative is the web site 
www.EmergingSolutionsinPain.com, which is a central repositoiy for all programs, activities and 
resources developed in conjunction with the ESP initiative. By acting as a key point of distribution for the 
latest educational disease awareness information in the field of pain management, the ESP web site has 
become a fundamental resource to health care professionals in the field of pain management, as 
evidenced by 2006 - 2007 usage statistics presented in the Needs Assessment Section (pages 9 - 13). 
On the ESP web site, pain management specialists, addictionologists, nurses, pharmacists and 
residents/fellows may access an extensive array of educational information, resources and tools for 
assessing the potential for abuse, addiction and diversion in their patients with chronic pain, for 
monitoring their pain patients, and for accessing information regarding "best practices" in the long-term 
management of these patients. 

Due to the increasing complexity of the Emerging Solutions in Pain web site, which reflects the complex 
and continually changing needs of health care professionals who provide care to patients with chronic 
pain, the site's three areas of core functionality will be addressed individually. These three areas are as 
follows: 

(1) Site and Member Management 
(2) Information Resources 
(3) Communication Resources 

Site, Member Management 
Budgets for site and member management attached, page 33 - 34 
One of the foundations of the Emerging Solutions in Pain web site is the requirement that registration is 
required to access much of the information available on the site. This requirement supports the concept 
that Emerging Solutions in Pain develops tools and resources solely for health care professionals, and 
does not provide any direct-to-patient information. Registration also enables tracking of information 
pertaining to member specialty and Tool use, and provides a method for updating site users with 
information regarding new programs and tools as they become available. Data management of member 
information and utilization tracking of individual tools, activities and resources will continue to be a critical 
function of the Emerging Solutions in Pain web site, as ongoing analysis of this information will support 
not only accurate assessment of the needs of health care professionals, but identification of the most 
needed tools and resources of this audience, as well. 

In 2007, the Emerging Solutions in Pain web site was redesigned and re-launched, to increase 
engagement and utilization of tools and resources by both the new and returning user, and to ensure 
users may quickly and easily identify the information that is important to their own unique patients and 
practices. This redesign included the development of a new, streamlined navigation system that reflects 
the increasing complexity and depth of information available to registered members. In addition to the 
new navigation system, membership management features added to the ESP web site in 2007 that will 
continue to be available in 2008 include: 

(1) A new search function, which enables members to quickly and easily identify information and 
programs specific to their needs 
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(2) A member profile management system which allows for identification of preferences and 
favorite programs 

(3) Rotating "featured activities" call-outs to draw member attention to new programs and features 
of the web site 

(4) Increased member-only email communications to quickly and efficiently alert current and 
potential members of the newest functionality available at EmergingSolutionsinPain.com 

Information Resources 
One of the fundamental goals of the Emerging Solutions in Pain web site is the development and 
dissemination of information, tools and resources to health care professionals who provide care to 
patients with chronic pain. These tools and resources are divided into three primary areas of information 
associated with minimizing the risk of opioid misuse, abuse and addiction; these areas are as follows: 

(1) Patient assessment, including assessment of a patient's potential risk for misuse, abuse or 
addiction of prescribed opioids 

(2) Ongoing monitoring and effective management of the chronic pain patient who is prescribed 
opioids and other controlled substances 

(3) "Best practice· information, associated with knowledge and information clinicians may utilize to 
safely and effectively prescribe opioids 

The goal of the Information Resources on the ESP web site is to disseminate timely, relevant and 
accurate tools and resources in each of these three areas. The following Information Resources are 
currently available on the ESP website; based on analysis of current utilization, these resources should 
continue to be available to registered members through 2008: 

(1) The Emerging Solutions in Pain Tool Kit 
The Tool Kit, which is also available as a CD~ROM, is a collection of slide/audio presentations 
and downloadable, printer-friendly practical, educational tools and resources for use in clinical 
practice. It contains an extensive array of clinical tools that may be used to effectively assess 
a patient's pain as well as their potential for opioid misuse, abuse and addiction; to monitor the 
patient who is prescribed opioids; and to implement best practices in the management of 
patients with chronic pain. The current Emerging Solutions in Pain Tool Kit was developed in 
2004; in 2008, Medical Learning Solutions in proposing to update necessary areas of content, 
such as those providing information on federal regulations pertaining to the prescribing of 
controlled substances, and to re-release the updated tools in the Emerging Solutions in Pain 
Tool Kit, Volume II (please refer to the Tool Kit Program Summary on pages 47 - 48) 

(2) The Emerging Solutions in Pain Patient Education Tool Kit, a companion piece to the clinician 
Tool Kit outlined above 
Based on feedback from ESP members and on interaction with health care professionals at 
live ESP events, Emerging Solutions in Pain will release a multimedia Patient Education Tool 
Kit in 2007, which will be distributed directly to health care professionals through the Emerging 
Solutions in Pain web site and at select ESP live activities through the latter half of 2007 and 
2008. This collection of brief video modules and PDF handouts is intended to supplement and 
support clinician education of patients regarding the tools and resources currently available on 
the clinician Emerging Solutions in Pain Tool Kit. 

(3) Continuing Education Programs and Activities 
The Emerging Solutions in Pain web site is an important resource for clinicians who are 
interested in accredited programs and activities supporting safe and effective prescribing of 
opioids while minimizing the risk of opioid misuse, abuse and addiction. Each accredited 

July 5, 2007 Page25 

Highly Confidential TEVA_MDL_A_06763757 

P-29481 _ 00411



07300I.35

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6103 
Fax 215.337.0960 

Program Summary: The Emerging Solutions in Pain Website 

activity on the ESP web site is available in multiple formats and/or viewing options, and each 
supports immediate printing of earned CE certificates. The accredited activities available at 
the ESP website include: 

a. Pain and Addiction 101, a five-part series of streaming video modules adapted 
from a 2006 full-day symposium focusing on issues at the interface of pain and 
addiction; audio-only and text formats are also available for this program 

b. The Emerging Solutions in Pain monograph series, including all PDFs of all print 
monographs published in the Practical Pain Management Journal 

c. Slide/audio case studies and vignettes that support each of the Emerging 
Solutions in Pain Tool Kit modules 

(4) Multimedia Knowledge Library 
The ESP multimedia Knowledge Library includes an extensive series of case studies, video 
clips and video-based FAQs that provide information for health care professionals who provide 
care to chronic pain patients. Topics addressed in the Knowledge Library include 
pharmacotherapy; assessment; abuse, misuse and addiction; best practices; and legal 
information. 

(5) Clinical Expert Commentaries 
Budget for ongoing development attached, page 35 
Each month, a different Emerging Solutions in Pain faculty member authors a new column in 
the ESP Clinical Expert Commentary series. Each Commentary addresses a topic associated 
with safe and effective prescribing of opioids and/or minimization of the risk of opioid misuse, 
abuse and addiction. To extend the reach of each installment in this series, each 
Commentary is archived upon release of the next column and is available for review by 
registered members. Prior to 2007, all Commentaries were available as text only; in 2007, the 
Clinical Expert Commentary series was expanded to reflect the diverse and differing learning 
preferences of the ESP membership through the addition of audio Commentaries and video 
Commentaries. 

(6) In the Know Series 
Budget for ongoing development attached, page 36 
The ESP In the Know series is a column that provides focused, easy-to-read summaries of 
relevant scientific articles published in peer-reviewed journals in the field of pain management. 
A new article is summarized every other week, with previous summaries archived for review 
by registered members. 

(7) In the News Feature 
Budget for ongoing development attached, page 37 
The ESP In the News series is a daily news feed of headlines and articles published online 
and in print in the field of pain management. The In the News feature is a real-time feed, and, 
as such, is updated throughout each 24-hour period. · 

(8) Resources 
Budget for ongoing development attached, page 38 
The Resources section of the Emerging Solutions in Pain web site is a diverse collection of 
PDFs, articles and live links relevant to important information in the field of pain management. 
These include: 

a. Assessment tools available at the ESP web site include, but are not limited to, 
the Faces of Pain scale and the acute pain analgesic ladder 
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b. The Suggested Reading section includes a series of PDFs for numerous articles 
supporting safe and effective prescribing of pain management 

c. Links to online resources for information on government resources, legal 
resources and professional associations 

(9) ESP-related Uve Events Information and Registration 
Members may view a schedule of upcoming ESP-related events. These events include 
national association meetings and congresses where the Meet the Expert Booth will be in 
attendance, as well as online registration for live peer-to-peer meetings that are part of the 
Emerging Solutions in Pain initiative. 

Communication Resources 
The challenges of treating chronic pain patients safely and effectively with opioid analgesics are 
numerous and diverse. Resolution of these challenges often requires the actions of, and treatment by, a 
multidisciplinary team of pain specialists, nurses, pharmacists and other allied health care professionals. 
Communication, understanding and information sharing among the diverse members of the pain 
management team are thus important components of chronic pain management. In 2007, Emerging 
Solutions in Pain initiated development, dissemination and implementation of a series of tools and 
resources that would support the development of a virtual "Emerging Solutions in Pain Community". 

The Communication Resources currently available on the ESP website are designed to promote peer-to
peer communication, not only between registered members and the ESP faculty, but also directly 
between members of the ESP community itself. These resources have an additional goal of increasing 
the amount and diversity of information available at EmergingSolutionsinPain.com: by creating interactive 
tools that encourage member posting of information and dialog among members, the content available for 
review and dissemination on the ESP web site is significantly increased. In addition, because members 
are actively involved in contributing to these tools and resources, the resulting content, once validated, is 
an accurate and immediate assessment of the ongoing needs of the target audience of health care 
professionals who provide care to patients with chronic pain. 

These resources and tools available in the ESP Communication Resources include: 

(1) The ESP Ask the Experts Column 
Budget for ongoing development attached, page 39 
Through this web-based functionality, ESP members submit questions online pertaining to 
issues of pain management and/or addiction. MLS screens all questions submitted, and 
forwards selected questions to the appropriate ESP faculty member. The selected faculty 
member then creates an audio recording of his/her answer to the question, and MLS posts the 
recorded answer both as an MP3 file for audio playback and in a text-based format; the 
member who asked the question is notified via email as to the availability of the answer. MLS 
coordinates the monthly selection of questions from all submitted and the posting of the ESP 
faculty member's response. All Ask the Expert questions are archived upon posting of the 
newest question, and are available for review by registered members. 

(2) The ESP State Your Case Column 
Budget for ongoing development attached, page 40 
In this program, clinician members of the ESP web site submit cases that highlight the issues 
and challenges of treating patients with chronic pain while minimizing risk of misuse, abuse or 
addiction of opioids. MLS utilizes a standard template developed specifically for this purpose, 
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to ensure accuracy and standardization of submitted information. MLS reviews all cases 
submitted through the ESP State Your Case Column, and submits selected cases to one of a 
pre-identified panel of ESP faculty members. The selected faculty member then creates an 
audio recording of his/her review of the case, and MLS posts the recorded review both as an 
MP3 file for audio playback and in a text-based format. Members may submit questions 
pertaining to the case for a specified period of time, which MLS will screen and forward to the 
faculty reviewer for written responses. Finally, as an incentive, MLS will coordinate a 
conference call between the faculty reviewer and the clinician whose case is selected, so that 
the submitting clinician may benefit from a one-on-one consultation with a nationally known 
clinical expert. One case will be selected, reviewed and posted per quarter. 

(3) The ESP Member Feedback Area 
Through this web-based functionality, ESP members have a forum to submit ESP-specific 
feedback and suggestions for future topics, activities and tools. Suggestions are submitted 
electronically through a dedicated page on the ESP web site, and are received directly by MLS 
staff. All member comments and suggestions are collected in a database and reviewed on a 
regular basis. 

(4) The ESP Electronic Journal Club 
Budget for ongoing development attached, page 41 
The ESP Electronic Journal Club is a quarterly accredited electronic journal club targeted to 
residents and fellows who have an interest in increasing their knowledge and understanding in 
the fields of pain management and addiction. Each of the four quarterly installments of the 
Journal Club are accredited for 0.25 CME credits, for those clinicians other than residents and 
fellows who have an interest in participating in this interactive and educational forum. The 
program protocol is as follows: 

a. An ESP faculty member recommends a relevant article 
b. MLS posts the article and/or the link to the PDF at a third party site (depending 

on copyright issues specific for the selected article) on the Journal Club section 
of the ESP web site. In addition, MLS emails the article and/or link to all 
registered members of the ESP Electronic Journal Club 

c. The ESP faculty member who selected the article then writes a brief review of the 
article, which he/she also audio records. 

d. MLS posts the recorded review both as an MP3 file for audio playback and in a 
text-based format on the Journal Club page of the ESP web site 

e. Registered members of the Journal Club may comment on the article or review 
through the forum function 

f. The completed programs will be archived on the website for reference by the 
ESP membership 

Intended Audience 
The primary audience of the Emerging Solutions in Pain Web Site includes physicians, pharmacists, 
nurses and other allied health care professionals who provide care to patients with chronic pain. 
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Program Objectives 
In 2008, one goal of the Emerging Solutions in Pain Web Site will be to continue to provide clinicians with 
tools and resources for assessing and monitoring the risk potential of their patients for opioid misuse, 
abuse and addiction. Goals of the Emerging Solutions in Pain website include the following: 

(1) Increase usage, as tracked by membership, user sessions and hits, by 25% in 2008, through 
continuation of current programs and initiatives that have been identified as having value by 
ESP members 

(2) Reinforce the structural integrity of the existing site to ensure uninterrupted seNice to 
members despite significantly increased usage 

(3) Update rotating "featured programs" sections call-outs to draw member attention to each new 
program and feature of the web site 

(4) Update member-only email communications concerning the newest functionality available at 
EmergingSolutionsinPain.com 

(5) Continue to expand the reach of this web site and the important information it contains to the 
following groups: 

a. Non-physician members of the pain management community, e.g., nurses, 
physician assistants, pharmacists 

b. Pain specialists, addictionologists and other physicians who have not yet 
registered at the web site 

c. Residents and fellows who have an interest in treating pain as part of their 
studies 

(6) Further build and develop the virtual "ESP Community" of health care professionals through: 
a. Reinforcement of current communication-focused resources to current members 
b. Development of additional forums related to existing forums and discussion resources 
c. Additional announcement of this resource to new/non-members 

Format 
A multimedia Web Site, with separate sections for assessing and monitoring patients whose chronic pain 
is being treated with opioids; for "best practice" information; for continuing education activities and journal 
articles relevant to the Emerging Solutions in Pain initiative; for other Emerging Solutions in Pain 
information and programs 

Distribution 
The Emerging Solutions in Pain Web Site will be available to all health care professionals via the Internet 
at www.EmergingSolutionsinPain.com. Free registration will be required to access the majority of 
information on the Web Site, including all of the Emerging Solutions in Pain Tools and journal articles 

Request for Sponsor Support 
Medical Learning Solutions will announce and promote the Emerging Solution in Pain Web Site through 
journal advertisements, banner advertisements and announcement brochures for the Emerging Solutions 
in Pain initiative. 
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As a supplement to these primary methods, Medical Learning Solutions may request the assistance of 
Cephalon, Inc. sales representatives in the dissemination of information regarding this program to the 
medical community. The content of such information, however, is the responsibility of Medical Learning 
Solutions, and any such distribution will solely be as a supplement to MLS' primary methods of 
announcement and promotion. 

Total Budget 
The total budget to fund the activities outlined above is $316,072. 
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July 5, 2007 

Cost Summary 

Site Management 

Approximate Total, Direct Expenses $ 6,600 

Total, Indirect Expenses $ 66,113 

Subtotal, Site Management $ 72,713 

Membership Management 

Approximate Total, Direct Expenses $ 3,950 

Total, Indirect Expenses $ 29,866 

Subtotal, Membership Management $ 33,816 

Clinical Expert Commentaries 

Approximate Total, Direct Expenses $ 25,660 

Total, Indirect Expenses $ 32,353 

Subtotal, Clinical Expert Commentaries $ 58,013 

In the Know Summaries 

Approximate Total, Direct Expenses $ 720 

Total, Indirect Expenses $ 24,358 

Subtotal, In the Know Summaries $ 25,078 

In the News Feature 

Approximate Total, Direct Expenses $ 3,850 

Total, Indirect Expenses $ 1,016 

Subtotal, In the News Feature $ 4,866 

Web Resources and Links 

Approximate Total, Direct Expenses $ 500 

Total, Indirect Expenses $ 10,365 

Subtotal, Web Resources and Links $ 10,865 

Ask the Experts Column 

Approximate Total, Direct Expenses $ 9,750 

Total, Indirect Expenses $ 13,306 

Subtotal, Ask the Experts Column $ 23,056 
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Cost Summary, con't 

State Your Case Column 

Approximate Total, Direct Expenses $ 5,500 

Total, Indirect Expenses $ 14,880 

Subtotal, State Your Case Column $ 20,380 

Quarterly Electronic Journal Club 

Approximate Total, Direct Expenses $ 34,175 

Total, Indirect Expenses $ 33,110 

Subtotal, Quarterly Electronic Journal Club $ 67,285 

ESP Website: Maintenance of 2007 Functionality $ 316,072 
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The Emerging Solutions in Pain Website: Maintenance of 2007 Functionality 
Proposed Budget 

July 5, 2007 

Detailed Budget Itemization: Site Management 
Direct Expenses, Aooroximate 

Infrastructure programming $ 6,250 

Miscellaneous (non-fulfillment shipping, faxes, etc.) $ 350 

Approximate Total, Direct Expenses $ 6,600 

Indirect Expenses 

Project management 

Coordination with third-party programmers $ 1,965 

Coordination with internal programming team $ 6,900 

Coordination with other internal teams $ 1,800 

IT I programming services 

Programming of miscellaneous/ site-wide graphics $ 4.375 

Programming of miscellaneous / site-wide functionality $ 8,750 

Annual website maintenance 

Hosting and co-location fees $ 12,000 

Routine website maintenance $ 9,000 

Technical support $ 3,000 

Data management 

Database programming, updating of databases $ 5,250 

Data retrieval $ 1,800 

Data analysis $ 10,850 

Administrative and accounting fees $ 423 

Total, Indirect Expenses $ 66,113 
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Detailed Budget Itemization: Membership Management 
Direct Expenses, Approximate 

Blast email distribution services $ 3,600 

Miscellaneous (non-fulfillment shipping, faxes, etc.) $ 350 

' Approximate Total,. Direct Expenses $ 3,950 

Indirect Expenses 

Project management 

Coordination with outside vendor for blast email service $ 900 

Coordination with internal graphic design team, other internal teams $ 1,350 

Coordination with copy writer $ 1,800 

Schedule identification, monitoring of message deployment $ 3,000 

Copy writing $ 9,000 

Graphic design I production services 

Graphic design / layout $ 6,750 

Proofreading $ 2,250 

Membership profile/ database maintenance $ 4,500 

Administrative and accounting fees $ 316 

Total, Indirect Expenses $ 29,866 
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Proposed Budget 

July 5, 2007 

Detailed Budget Itemization: Clinical Expert Commentaries (12 Commentaries Total) 
Direct Expenses, Approximate 

Clinical expert honoraria: pre-recording, review $ 24,000 

Honoraria for 12 clinical experts to produce 12 clinical commentaries 

Transcription $ 660 
Miscellaneous (phone, fax, non-fulfillment Fed Ex) $ 1,000 

Approximate Total, Direct Expenses $ 25,660 

Indirect Expenses 

Project management 

Coordination with speakers for content delivery, audio or video recording $ 2,250 

Coordination with internal teams $ 2,250 

Preparation and coordination of status meetings/updates $ 900 

Content development: text-based commentaries (6 total) 

Identification of content/topic/speaker $ 900 

Editing of transcript from audio recording $ 4,800 

Coordination of content with internal teams $ 900 

Proof-reading $ 750 

Fact-checking $ 750 

Content development: video-based commentaries (6 total) 

Identification of content/topic/speaker $ 900 

Filming $ 9,000 

Editing of video footage $ 3,000 

Editing of transcript from video recording $ 750 

Coordination of content with internal teams $ 900 

Proof-reading $ 750 

Fact-checking $ 750 

Posting of content $ 750 

Administrative and accounting fees $ 2,053 

Total, Indirect Expenses $ 32,353 
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July 5, 2007 

Detailed Budget Itemization: In the Know Summaries (24 Summaries Total) 
Direct Expenses, Approximate 

Reference purchase $ 720 

Approximate Total, Direct Expenses $ 720 

Indirect Expenses 

Project management 
Coordination with internal teams $ 2,700 

Preparation and coordination of status meetings/updates $ 900 

Content development 
Research and identification of appropriate journal articles for summary $ 4,800 

Writing of article summaries $ 9,900 

Proof-reading $ 3,000 

Fact-checking $ 1,500 

Posting of content $ 1,500 

Administrative and accounting fees $ 58 

Total, Indirect Expenses $ 24,358 
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Proposed Budget 

July 5, 2007 

" Detailed Budget Itemization: In the News Feature 
Direct Expenses, Approximate 

12 month real-time news feed from Topix.net $ 

Miscellaneous (phone, fax, non-fulfillment Fed Ex) $ 
. · . ... · .. 

:~· Approximate Total, Direct Expenses $ 

Indirect Expenses 

Project management 
Coordination and troubleshooting with third party vendor, Topix.net $ 
Coordination with internal teams $ 

Administrative and accounting fees $ 

Total, Indirect Expenses $ 
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July 5, 2007 

Detailed Budget Itemization: Resources 
Direct Expenses, Approximate 

Licensing rees ror r-urs $ 500 

' Approximate Total, Direct Expenses $ -500 

Indirect Expenses 

Project management 

Research and identification of appropriate new resources for posting on ESP website $ 4,200 

Maintenance of current links $ 1,800 
Recruitment of new links $ 3,600 

Posting of content $ 750 

Administrative and accounting fees $ 15 

Total, Indirect Expenses $ 10,365 
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•, Detailed Budget Itemization: Ask the Experts Column 
Direct Expenses, Aparoximate 

Honoraria $ 9,000 

All faculty honoraria for 9 months of Ask the Experts columns: one per month (April - December); faculty will 
create audio recording in answer to questions from ESP members and submit to MLS for posting as MP3 files 

Miscellaneous (phone, fax, non-fulfillment Fed Ex) $ 750 

Approximate Total, Direct Expenses $ 9,150 

Indirect Expenses 

Project management 

Question source verification $ 675 

Monthly submission of selected question(s) to faculty $ 1,425 

Coordination for audio recording of answer(s) from faculty $ 825 

Coordination with internal medical services, programming teams $ 563 

Updates to grantor $ 338 

Content development 

Monthly review of all questions submitted by ESP members $ 3,600 

Selection of appropriate question(s) and answering faculty $ 1,800 

Editing of faculty answer $ 3,300 

Administrative and accounting fees $ 780 

Total, Indirect Expenses $ 13,306 
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July 5, 2007 

' ' ,'' ·.·• Detailed Budget Itemization: S'tate Your Case Column 
Direct Expenses, Approximate 

Honoraria $ 5,000 

All faculty honoraria for 2 State Your Case columns: one per quarter (03, 04, 2008); faculty will create an 
audio recording of a review and analysis of a case submitted by ESP members and selected by MLS; faculty 
will participate in a conference call with the ESP member who submitted the selected case 

Transcription $ 200 

Miscellaneous (non-fulfillment shipping, faxes, etc.) $ 300 
·.·· 

'Approximate.Total, Direct Expenses $ 5,500 

Indirect Expenses 

Project management 

Quarterly submission of selected case to faculty $ 900 

Coordination of audio recording of faculty review and analyses $ 1,200 

Coordination with internal teams $ 750 

Preparation and coordination of status meetings/updates $ 450 

Content development 

Quarterly review of all cases submitted by ESP members $ 2,400 

Selection of appropriate case(s) and answering faculty $ 1,600 

Editing of faculty case review and analysis $ 7,140 

Administrative and accounting fees $ 440 

Total, Indirect Expenses $ 14,880 
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Detailed Budget Itemization: Quarterly Electronic Journal Club 
Direct Expenses, Approximate 

Clinical expert honoraria $ 6,000 

One faculty per quarter~ournal club issue (03, 04, 2008); two faculty total 

Accreditation of program for CME $ 16,000 

Continuing Education participant certificates (estimate 750 certificates per program) $ 12,000 

Miscellaneous (non-fulfillment shipping, faxes, etc.) $ 175 

. · Approximatfl Total, Direct Expenses $ 34,175 

Indirect Expenses 

Project management 

Coordination with faculty $ 4,200 

Coordination with internal teams, accreditor $ 600 

Participant communication $ 900 

Coordination of participant comments/questions $ 3,000 

Preparation and coordination of status meetings/updates $ 300 

Medical/scientific services 

Topic/author identification/research $ 1,200 

Creation of article summary $ 3,300 

Development of supporting verbiage (needs assessment, objectives, etc.) and self-assessment $ 1,200 

Review, editing of comments $ 4,600 

Proofreading $ 1,500 

Fact-checking $ 3,000 

Graphic design 

Typesetting, layout of all participant communications $ 500 

Typesetting, layout of program-related materials $ 1,450 

Programming, journal distribution $ 4,700 

Archiving $ 2,000 

Administrative and accounting fees $ 660 

• Total, Indirect Expenses $ 33,110 
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Program Title 
The 2008 Emerging Solutions in Pain Faculty Advisory Board Meeting 

Program Overview 
Medical Learning Solutions is recommending that the Emerging Solutions in Pain Faculty Advisory 
Committee convene for a one-day meeting in late 2007 or early 2008. At this meeting, the Faculty will 
address the current needs of clinicians involved in the field of pain management, identify potential areas 
for the development of future Emerging Solutions in Pain programs and activities, and reach consensus 
on updated tools and resources for inclusion in the Emerging Solutions in Pain Tool Kit, Volume II. 

Medical Learning Solutions is recommending that the 2008 Emerging Solutions in Pain Faculty Advisory 
Committee be comprised of two groups of clinical experts. One group, which will form approximately two
thirds of the final Board, will include currently active Emerging Solutions in Pain faculty members who 
have participated in prior ESP advisory board activities. The remaining third of the Advisory Board will be 
comprised of clinical experts who have had some contribution to the Emerging Solutions in Pain initiatives 
in the past 12 months, but have not participated in prior ESP advisory boards. While final selection of 
Advisory Board members will be based upon availability, the faculty will be selected from the following list 
of experts: 

• Jennifer Bolen, JD 
• Daniel Brookoff, MD 
• David 8. Brushwood, RPh, JD 
• Ms. Patricia Goode 
• Douglas Gourlay, MD, FRCPC, FASAM 
• Peggy Compton, RN, PhD, FAAN 
• April Hazard-Vallerand, PhD, RN, FAAN 
• Howard A. Heit, MD, FACP, FASAM 
• Aaron Gilson, PhD 
• David Joranson, MSSW 
• Christine Miaskowski, RN, PhD, FMN 
• Steven D. Passik, PhD 
• Karen Ryan, MA 
• Joseph Shurman, MD 
• Steven Stanos, DO 
• Jennifer Strickland, PharmD 
• Lynn R. Webster, MD, FACPM, FASAM 
• Penelope P. Ziegler, MD, FASAM 

Intended Audience 
The primary audience who will benefit from a reconvention of an expanded Emerging Solutions in Pain 
Faculty Advisory Board will be physicians, pharmacists, nurses and other allied health care professionals 
who provide care to patients with chronic pain, and who utilize opioids in their pain practices. The needs 
of these clinicians will be specifically addressed at the Advisory Board Meeting, and new Emerging 
Solutions in Pain tools and resources will be recommended by the Faculty for their use in 2008 and 2009. 
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Program Objectives 
The purpose of the Emerging Solutions in Pain Faculty Advisory Committee is to provide guidance for 
future direction of the Emerging Solutions in Pain initiatives. This will require the accomplishment of the 
following objectives at the Advisory Board Meeting: 

(1) Summarize the activities and programs that comprised the 2005 - 2007 Emerging Solutions 
in Pain initiatives 

(2) Outline current trends in the use of opioids for the treatment of chronic pain, focusing on any 
new developments in laws or regulations pertaining to the prescription of controlled 
substances; new products and therapies that will be available for the treatment of chronic 
pain; and new reports pertaining to the assessment, monitoring or documentation of patients 
who are prescribed opioids 

(3) Based on the above: 
a. Identify potential areas for the development of future Emerging Solutions in Pain 

programs and activities 
b. Reach consensus on updated tools and resources for inclusion in the Emerging 

Solutions in Pain Tool Kit, Volume II 

Format 
The format for this activity will be a one-clay meeting, to be tentatively held in late 2007 or early 2008. 
The exact date and location of this meeting will be based on the schedules of the attending faculty. 

Distribution 
Attendance at the 2008 Emerging Solutions in Pain Faculty Advisory Board Meeting will be determined by 
past participation in the Emerging Solutions in Pain initiatives, or, in the case of new faculty, by 
contributions to Emerging Solutions in Pain and in the fields of pain or addiction medicine. 

Total Budget 
The total budget to fund this activity is $135,267. 
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2008 Emerging Solutions in Pain Foundation Initiatives 

The 2007/2008 ESP Faculty Advisory Board Meeting 

Proposed Budget 
July 5, 2007 

Cost Summarv 

Approximate Total, Direct Expenses $ 

Total, Indirect Expenses $ 

2007/2008 Faculty Advisory Board Meeting $ 
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2008 Emerging Solutions in Pain Foundation Initiatives 

The 2007/2008 ESP Faculty Advisory Board Meeting 

Proposed Budget 
July 5, 2007 

Program Parameters: 2007/2008 ESP Faculty Advisory Board Meeting 
Attending faculty 

Clinical expert moderator 

Length of meeting 

11 

1 

1 day 

Detailed Budget Itemization: 2007/2008 ESP Faculty Advisory Board Meeting 
Direct Expenses, Approximate 

Print materials 

Meeting kits to include agenda, handout materials, slides of Tool Kit Volume I and of pre-work on 
Federal regulations, new assessment tools and 4/c binder $ 

Speaker honoraria (11 faculty member+ 1 moderator) 

Moderator (1) $ 

Faculty (11 faculty, $2,500 per faculty member) $ 

Speaker travel (12) 

Air travel $ 

Accommodations $ 

Ground transportation $ 

OOP $ 

ROI staff travel (4) 

Air travel $ 

Accommodations $ 

Ground transportation $ 

OOP $ 

Venue rental fee $ 

Food & Beverage (Dinner, Buffet Breakfast, Buffet Lunch, Two Breaks) $ 

Audio/visual services $ 

Transcription $ 

Reference purchase $ 

Miscellaneous (non-fulfillment shipping, faxes, FedEx, etc.) $ 
Approximate Total, Direct Expenses $ 
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2,500 

5,000 

27,500 

9,000 

8,400 

2,400 

1,200 

3,000 

4,200 

200 

, 600 

2,500 

4,560 

6,500 

750 

1,500 

1,250 

81,060 
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2008 Emerging Solutions in Pain Foundation Initiatives 

The 2007/2008 ESP Faculty Advisory Board Meeting 

Proposed Budget 

Project management 

Coordination with faculty 

Coordination with internal teams 

July 5, 2007 

Indirect Expenses 

Preparation and coordination of status meetings/updates 

Medical services 

$ 

$ 

$ 

Identification of faculty and alternate faculty $ 

Content development for slides pertaining to current Tool Kit, updates required for Federal regulations 
and new assessment tools $ 

~b~ $ 

Fact-checking $ 

Creation of post-meeting executive summary $ 

Graphic design 

Creation of meeting slides 

Typesetting, layout of meeting support materials 

Participant package assembly 

Typesetting, layout of post-meeting executive summary 

Site visit (1 staff member) 

Meeting management 

Venue coordination 

Travel coordination for faculty and staff 

Coordination of associated meeting logistics 

AV services 

Shipping services 

Onsite management (4 staff members) 

Administrative and accounting fees 

Highly Confidential 
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$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

Total, lndfrect Expenses $ 

2,700 

900 

450 

1,200 

8,400 

1,125 

750 

3,800 

3,250 

1,500 

625 

750 

3,000 

3,000 

5,500 

2,125 

5,125 

375 

7,200 

2,432 

54,207 
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Program Summary: Foundation Initiatives 

Program Title 
The Emerging Solutions in Pain Tool Kit, Volume Two 

Program Overview 
Medical Leaming Solutions is proposing to identify and develop new tools and content for the ESP Tool 
Kit, Volume Two, which will accurately reflect the current state of pain management and addiction 
medicine. These new tools and resources will be identified by, and developed in conjunction with, the 
panel of expert faculty members who will convene in the proposed Emerging Solutions in Pain Advisory 
Board meeting, as described on pages 42 - 43. While the final number and scope of the new updates 
will be determined based solely on the guidance provided by the expert faculty during the ESP Advisory 
Board meeting, updates to the Tool Kit will include, but will not be limited to, revision of the tool 
summarizing federal regulations pertaining to controlled substances, as well as inclusion of new tools in 
the risk assessment module. 

The .new tools and resources that will be included in Volume Two of the Tool Kit will be available via a 
new multi-media CD-ROM, as well as via a downloadable series at the ESP web site. 
In addition, Medical learning Solutions is proposing to package the ESP Tool Kit Volume II in two different 
collections: 

(1) As a stand-alone CD-ROM: this packaging will be used as the primary distribution for those 
clinicians who are seeking clinician-specific information in the areas of assessment, 
monitoring and best practices 

(2) Packaged with the Emerging Solutions in Pain Patient Tool Kit Companion CD-ROM, 
developed in 2007: this packaging will be used for those clinicians who are seeking 
additional tools specific to patient interaction and information 

Intended Audience 
The primary audience of the ESP Tool Kit Volume Two will be physicians, pharmacists, nurses and other 
allied health care professionals who provide care to patients with chronic pain. 

Program Objectives 
The objectives of the Emerging Solutions in Pain Tool Kit Volume Two are to provide updated tools, 
resources and information to clinicians who care for patients with chronic pain. Tools and resources will 
focus on the fundamental areas of assessment, monitoring and best practices previously identified. 

Format 
A multimedia CD-ROM and online at www.EmergingSolutionsinPain.com 
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Program Summary: Foundation Initiatives 

The Emerging Solutions in Pain Tool Kit Volume Two will be available through the following avenues: 

(1) Through electronic download at www.EmergingSolutionsinPain.com 
(2) Through distribution at the Emerging Solutions in Pain Meet the Expert Booth 
(3) Through ordering of the CD-ROM on line at 

www.EmergingSolutionsinPain.com 
(4) At live programs and activities developed by Emerging Solutions in Pain 

Request for Sponsor Support 
Medical Leaming Solutions will coordinate the distribution of the Emerging Solution in Pain Tool Kit 
Volume II through the tactics outlined above. 

As a supplement to these primary methods, Medical Learning Solutions may request the assistance of 
Cephalon, Inc. sales force in the dissemination of information regarding this program to the medical 
community. The content of such information, however, is the responsibility of Medical Learning Solutions, 
and any such distribution will solely be as a supplement to MLS' primary methods of announcement and 
promotion. 

Total Budget 
The total budget to fund this activity is $160,341. 
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2008 Emerging Solutions in Pain Foundation Initiatives 

The Emerging Solutions in Pain Tool Kit, Volume II 

Proposed Budget 
July 5, 2007 

·. 

CostSummary ' 
Approximate Total, Direct Expenses $ 

Total, Indirect Expenses $ 

the Emerging Solutions in Pain Tool Kit, Volume II $ 
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2008 Emerging Solutions in Pain Foundation Initiatives 

The Emerging Solutions in Pain Tool Kit, Volume II 

Proposed Budget 
July 5, 2007 

. . Detailed Budget Itemization: Emerging Solutions in Pain Tool Kit,Volume II 
Direct Expenses, Aooroximate 

Duplication: ESP Tool Kit CD-ROM, Quantity: 30,000 $ 

Four color, CD sleeve mailer to house four-color silk-screened CD-ROM. 410 + varnish, score, fold, 
insertion of CD, shrinkwrapping. 

Duplication: ESP Tool Kit/ Patient Tool Kit two-CD-ROM set, Quantity: 5,000 $ 

Four color, two page CD mailer with two inside pockets to house four-color silk-screened CD-ROM. 4/0 
+ varnish, score, fold, insertion of CD, shrinkwrapping. 

Audio track recording $ 

Professional voice talent narration of Tool Kit instructions, KOL commentary, etc. 

Clinical expert honoraria $ 

Preparation, review of audio commentary 

Postage to ship CDs from online orders, (1,000 quantity targeted for online orders) $ 

Reference purchase $ 

Stock art purchase $ 

Miscellaneous (non-fulfillment shipping, faxes, etc.) $ 

- Approximate Total, Direct Expenses $ 
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25,980 

9,700 

3,500 

9,000 

1,500 

1,500 

1,200 

500 

52,880 
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2008 Emerging Solutions in Pain Foundation Initiatives 

The Emerging Solutions in Pain Tool Kit, Volume II 

Proposed Budget 
July 5, 2007 

Detailed Budget Itemization: Emerging Solutions in Pain Tool Kit,Volume II (con't) 
Indirect Expenses 

Project management 

Review of audio files for editing direction $ 

Coordination with internal teams $ 

Coordination with faculty for review, approval $ 

Coordination with third party vendors for purchase of references, permissions $ 

Preparation and coordination of status meetings/updates $ 

Medical/scientific services 

Creation of Tool introduction script based on faculty guidance, advisory board information $ 

Creation of Tool introduction slides for slide/audio based on approved script $ 

Identification of supporting references, materials $ 

Proofreading $ 

Fact-checking $ 

Graphic design 
Creation of updated graphic user interface $ 

Creation of Tool introduction slides to slide/audio CD-ROM format $ 

Creation of animations, highlights, additional graphics $ 

Creation of Tool Kit look/feel based on current ESP identity $ 

Typesetting, layout $ 

IT, programming services 

Audio recording $ 

Editing of audio track $ 

CD-ROM programming $ 

Adaptation of CD-ROM format for online posting $ 
Programming of online order form for two-CD set $ 

Fulfillment of online requests for two-CD-ROM set $ 

Administrative and accounting fees $ 

Total, Indirect Expenses $ 
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6,150 

2,400 

3,150 

1,800 

1,200 

21.400 

8,400 

5,200 

4,875 

2,250 

3,125 

7,500 

4,625 

2,250 

2,250 

1,800 

5,875 

15,250 

1,500 

2,375 

2,500 

1,586 

107,461 
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Program Summary: Awareness Building Initiatives 

Program Title 
The Emerging Solutions in Pain Awareness Building Initiatives 

Program Overview 
Medical Learning Solutions is proposing to increase the number of health care professionals who are 
regular users of the Emerging Solutions in Pain resources and tools through a series of targeted and 
focused awareness-building campaigns. These campaigns are divided into three format areas, and each 
has been identified as important in educating the above-named key groups of health care professionals . 

July 5, 2007 
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. (1) The 2008 Print and Internet Banner Awareness Campaign 
Medical Learning Solutions is proposing to target a diverse audience of health care 
professionals through a coordinated series of print and Internet banner advertisements. 
Through two separate but related series of advertising campaigns, MLS will reach more 
than 273,000 health care professionals. These two series are as follows: 

a. A general awareness print and Internet banner campaign 
i. This campaign outlines the Emerging Solutions in Pain initiatives, benefits 

of membership and information for accessing the ESP programs. 
ii. The print campaign will be primarily, but not solely, focused on the 

subscribers of the Practical Pain Management Journal, a non-peer
reviewed journal with distribution to 39,000 pain management physicians 
and other pain-focused health care providers per issue. 

iii. Internet banners advertising the ESP initiatives will be placed on diverse 
medical association web sites, such as sites for the American Academy of 
Pain Management Nurses, the American Academy of Physical Medicine 
and Rehabilitation, the Journal of Pain and Pain Medicine. 

b. A targeted awareness campaign both in print and on the Internet supporting 
specific Emerging Solutions in Pain events, such as the 2008 Meet the Expert 
Booth Series and 2008 live events 

i. These campaigns will be similar in design and scope to the general 
awareness campaign outlined above, thereby providing continuity and 
name recognition among the target audience 

ii. Targeted awareness campaigns will be focused on the specialist 
audiences that are the primary audiences of each event. As such, these 
campaigns will focus primarily on pain management physicians, 
addictionologists and allied health care professionals who specialize in or 
have an interest in pain management and/or addiction 

iii. Both print and Internet campaigns will be conducted through the print 
publications and Internet sites supporting each target event · 

(2) The 2008 Emerging Solutions in Pain Scholarship Program for Residents, Fellows and 
Nurses 
Medical Learning Solutions in proposing continuation of the 2007 Emerging Solutions in 
Pain Scholarship Program, as an initiative that successfully extended the reach of ESP to 
a new target audience of residents, fellows and directors of medical school programs. 
This program is designed with multiple purposes: 

a. Grow the number of new ESP members 
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Program Summary: Awareness Building Initiatives 

b. Develop new thought leaders in the specialty of pain management and addiction 
management 

c. Introduce up-and<oming physicians and nurses to the pain management 
community and involve this group in the critical interface of pain and addiction 

d. Increase the pool of clinical expert contributors to ESP, through submission by 
the Scholarship recipient of meeting and abstract summaries for publishing on 
the ESP web site 

In this program, announcement of the Scholarship availability will be posted on the ESP 
web site, and through other ESP awareness initiatives. In addition, direct email blast 
campaigns will specifically target Directors of medical school programs which include 
formal pain management education programs. To be considered for one of the four ESP 
Scholarships, candidates must submit the following: 

a. Name and contact information 
b. A brief biography or CV 
c. A statement summarizing the candidate's experience in the field of pain 

management, or basis for interest in this field of ~edicine 

Scholarship recipients will be selected following analysis of all submission packages 
through a numeric scoring system. Final selection will be based upon review of rating 
scores by a diverse group of staff from Medical Learning Solutions and from MLS' 
accreditor, MediCom Worldwide. Scholarship recipients will receive registration fees, 
airfare, hotel accommodations and a small stipend. Recipients will be asked to write 
abstracts of conference plenary sessions that will be posted on the ESP web site. 

(3) The Beacon Quarterly Newsletter 
Medical Learning Solutions in proposing to continue the development, production and 
implementation of The Beacon, an ESP-dedicated quarterly electronic newsletter 
supporting increased focus on new tools, resources and activities available through the 
ESP initiatives. The primary purpose of this newsletter series is to encourage more 
routine use of the Emerging Solutions in Pain tools and resources by current and 
potential ESP members. 

Through this HTML-based newsletter, subscribers will be exposed to highlights of new 
content, programs and resources available on the ESP web site, thereby reinforcing the 
value offered by the initiatives, the ease of use of the ESP tools and resources, and the 
diverse range of educational and informational programs and activities available to ESP 
members. All content will be called out by a title or headline that will also function as a 
clickable link directly back to the full story on the ESP web site. Content that will be 
highlighted include: 

a. Selected text from current and archived clinical expert commentaries, journal 
article summaries, "In the News" stories and Ask the Expert columns 

b. Overviews of case studies either in current discussion or archived in the State 
Your Case Column 

c. Selected text from the 2008 ESP/PPMJ Accredited Monograph series 
d. Announcements of ESP-sponsored live events, including the Meet the Experts 

booth and live symposia 
e. Surveys of newsletter recipients for content, tool and resource suggestions 
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Program Summary: Awareness Building Initiatives 

Intended Audience 
The primary audience of the 2008 Emerging Solutions in Pain Awareness Campaign will include 
physicians, pharmacists, nurses, physician assistants, residents, fellows and other health care 
professionals who provide care to patients with chronic pain. These groups will include not only health 
care professionals who have not yet been exposed to the Emerging Solutions in Pain initiatives, but also 
those individuals who may be familiar with ESP, but who are not regular users of the ESP tools, 
resources and activities. 

Program Objectives 
The overall objective of the 2008 Awareness Campaign is to increase the number of health care 
professionals who are active, regular members the Emerging Solutions in Pain community. The specific 
objectives of the Awareness Campaign include, but are not limited to: 

(1) Increase the number of registered users at www.EmergingSolutionsinPain.com in all 
target audience groups: 

a. Pain specialists, addictionologists and other physicians who treat patients with 
chronic pain 

b. Non-physician members of the pain management community, e.g., nurses, 
physician assistants, pharmacists 

c. Residents and fellows who have an interest in treating pain as part of their 
studies 

(2) Increase the number of user sessions at www.EmergingSolutionsinPain.com 
(3) Increase the total amount of information downloaded at 

www.EmergingSolutionsinPain.com 

Format and Distribution 
The 2008 Emerging Solutions in Pain Awareness Campaign will include, but is not limited to: 

(1) Journal advertisements in Practical Pain Management Journal, Journal of Pain, Pain 
Management Nursing, Pain Medicine, The Physiatrist Newsletter, ASAM News, Regional 
Anesthesia and Pain Medicine 

(2) Banner advertisements at select professional pain management organization web sites 
including American Academy Physical Medicine and Rehabilitation (AAPM&R) web site 
and advertising on journal home pages of Journal of Pain, Pain Management Nursing 
and Pain Medicine publications 

(3) The ESP Scholarship will be announced on the Emerging Solutions in Pain web site and 
through multiple email blast campaigns to appropriate target audiences. 

(4) The Beacon eNewsletter will be distributed to registered members of the Emerging 
Solutions in Pain community and other subscribers. 

Request for Sponsor Support 
Medical Learning Solutions will coordinate the Emerging Solution in Pain Awareness Campaign through 
the means of distribution o.utlined above. 

As a supplement to these primary methods, Medical Learning Solutions may request the assistance of 
Cephalon, Inc. sales force in the dissemination of information regarding this program to the medical 
community. The content of such information, however, is the responsibility of Medical Learning Solutions, 
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Program Summary: Awareness Building Initiatives 

and any such distribution will solely be as a supplement to MLS' primary methods of announcement and 
promotion. 

Total Budget 
The total budget to fund these activities is $224,980. 
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Emerging Solutions in Pain: Awareness Building Initiatives 
Proposed Budget 

July 5, 2007 

Cost Summary 

The Beacon e-Newsletter Series 

Approximate Total, Direct Expenses $ 

Total, Indirect Expenses $ 

Subtotal, The Beacon e-Newsletter Series $ 

ESP Scholarship Fund 

Approximate Total, Direct Expenses $ 

Total, Indirect Expenses $ 

Subtotal, ESP Scholarship Fund $ 

Awareness Campaign 

Approximate Total, Direct Expenses $ 

Total, Indirect Expenses $ 

Subtotal, Awareness Campaign $ 

2008 ESP Awareness Building Initiatives $ 
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1,000 

85,320 

86,320 

20,500 

13,960 

34,460 

65,250 

38,950 

104,200 
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Emerging Solutions in Pain: Awareness Building Initiatives 
Proposed Budget 

July 5, 2007 

-';! Detailed Budget Itemization:. The Beacon e-Newsletter S~rie$ 
Direct Expenses, Approximate 

Miscellaneous (phone, fax, non-fulfillment Fed Ex) $ 

Approximate total, Direct Expenses -s 
Indirect Expenses 

Project management 

Review and maintenance of newsletter subscription lists $ 
Coordination with internal teams $ 
Preparation and coordination of status meetings/updates $ 

Content development 

Review of new ESP web-based content posted in last quarter $ 
Selection of highlights for newsletter posting $ 
Editing for newsletter posting $ 

Graphic development for 4 quarterly electronic newsletters $ 
Programming of 4 quarterly electronic newsletters $ 
Administrative and accounting fees $ 

Total, Indirect Expenses $ 
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1,000 

1,000 

2,700 

5,400 

900 

6,400 

7,440 

9,600 

21,300 
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Detailed Budget Itemization: ESP Scholarship Fund 

Direct Expenses, Approximate 

ESP clinician scholarship, quantity: four $ 

Includes registration, travel and stipend for selected clinician to one national association meeting/congress 

Miscellaneous (non-fulfillment shipping, faxes, etc.) $ 

Approximate Total, Direct Expenses $ 

Indirect Expenses 

Project management 

Coordination of scholarship application campaign $ 

Selection of scholarship awardees $ 

Coordination with scholarship awardees $ 

Coordination with internal teams $ 

Preparation and coordination of status meetings/updates $ 

MedicaUscientific services 

Creation of verbiage announcing scholarship fund, press releases other associated text $ 

Review and edit to abstracts submitted by scholarship winners $ 

Data management $ 

Administrative and accounting fees $ 

T~tal, Indirect Expenses $ 
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20,000 

500 

20,500 

4,800 

3,600 

1,800 

750 

450 

600 

800 

750 

410 
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Emerging Solutions in Pain: Awareness Building Initiatives 
Proposed Budget 

July 5, 2007 

.. Detailed Budget Itemization: Awareness Campaign 

Direct Expenses, Approximate 

Journal advertisements $ 

Banner advertisements $ 
Miscellaneous (non-fulfillment shipping, faxes, etc.) $ 

Approximate Total, Direct Expenses $ 

Indirect Expenses 

Project management 

Coordination with internal teams $ 

Coordination with third-party vendors $ 

Preparation and coordination of status meetings/updates $ 

Graphic design/ production services 

Creation and subsequent adaptation of print advertisements $ 

Creation and subsequent adaptation of banner advertisements $ 

Programming of Flash-animations of banner advertisements $ 

Medical / scientific services $ 

Administrative and accounting fees $ 

Total, Indirect Expenses $ 
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47,000 

17,500 

750 

65,250 

2,250 

16,500 

1,500 

6,075 

1,625 

1,500 

8,750 

750 

38,950 
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Program Summary: Print-Based Tactics 

Program Title 
The Emerging Solutions in Pain Accredited Monograph Series 

Program Overview 
Medical Learning Solutions is proposing to extend the success of the Emerging Solutions in Pain 
Accredited Monograph Series by developing and producing an accredited series of four, 8-page 
monographs, directed toward physicians, pharmacists, nurses and other health care professionals 
involved in the care of patients with chronic pain. This series of accredited monographs will initially be 
published in the Practical Pain Management Journal; all monographs will be available for credit online at 
the Emerging Solutions in Pain web site, as well. 

CE Provider 
Based on the need to educate clinicians in the assessment and treatment of chronic pain patients who 
may be at risk for abuse, addiction and diversion, the The Emerging Solutions in Pain Accredited 
Monograph Series will be accredited by a third party CE vendor. 

All articles in the Accredited Monograph Series will be accredited for: 

• CME credit for physicians by the Accreditation Council for Continuing Medical Education. 
Each activity will be approved for a maximum of one hour of category 1 credit toward the 
AMA Physician's Recognition Award. 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy Education. Each 
activity will be approved for a maximum of 1.0 credit hour (0.1 CEU) for Continuing 
Pharmacy Education 

• CNE credit for nurses. Each activity will be approved for a maximum of 1.0 Contact 
Hours. 

Intended Audience 
The primary audience of The Emerging Solutions in Pain Accredited Monograph Series includes 
physicians, pharmacists, nurses and other health care professionals who provide care to patients with 
pain. 

Program Objectives 
The purpose of The Emerging Solutions in Pain Accredited Monograph Series is to educate clinicians on 
key topics relating to the Emerging Solutions in Pain initiatives. The next meeting of the Emerging 
Solutions in Pain Advisory Board will determine the topics and content areas of the four 2008 
monographs; these topics may include, but are not limited to, the following: 

July 5, 2007 
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(1) A comparison of the currently available risk assessment tools, focusing on specificity, 
sensitivity and validity of each 

(2) Proactive documentation strategies for patients with chronic pain who are prescribed 
opioids 

(3) The medical ethics challenges associated with treating patients at the interface of pain 
and addiction 

(4) The neurobiology of addiction 
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Program Summary: Print-Based Tactics 

(5) The role of electronic prescription monitoring systems in identifying patients who are 
misusing their opioid medications 

(6) Medical residents' beliefs and concerns about using opioids to treat chronic cancer and 
noncancer pain 

(7) Understanding how opioids contribute to reward and analgesia 
(8) Opioid dependence and addiction during opioid treatment of chronic pain 
(9) Addiction and chronic pain: diagnostic and treatment dilemmas 

A series of four, eight-page accredited monographs in the Practical Pain Management Journal 

Post-Activity Feedback 
Course evaluation forms will be required of all participants who seek to receive continuing education 
credit. Medical Learning Solutions will work with the third party CE vendor to summarize the information 
collected from these forms in a formal report to evaluate program effectiveness. 

Participants will evaluate the following as excellent, good, fair or poor: 
(1) Overall content 
(2) Faculty teaching effectiveness 
(3) Format 

Participants will also respond to the following questions: 
(1) How well did the program achieve its educational objectives? 
(2) Do you feel the program material was useful and practice-oriented? 
(3) Do you feel that the information provided in this educational activity will aid in improving 

patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic options? 
(5) Would you participate in future educational activities? 

Distribution 
Medical Leaming Solutions and the third party CE vendor will announce and promote The Emerging 
Solutions in Pain Accredited Monograph Series primarily through advertisement at the Emerging 
Solutions in Pain web site. 

Request for Sponsor Support 
As a supplement to these primary methods, Medical Learning Solutions and the third party CE vendor 
may request the assistance of Cephalon, Inc. sales representatives in the dissemination of information 
regarding this program to the medical community. The content of such information, however, is the 
responsibility of Medical Learning Solutions, and any such distribution will solely be as a supplement to 
MLS' primary methods of announcement and promotion. 

Total Budget 
The total budget to fund this activity is $226,548. 
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Emerging Solutions in Pain: Print-Based Tactics 

2008 PPMJ Accredited Monograph Series 

Proposed Budget 
July 5, 2007 

.. Cost Summary 

Approximate Total, Direct Expenses 

Total, Indirect Expenses 

2008 PPMJ Accredited Monograph Series 
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Emerging Solutions in Pain: Print-Based Tactics 

2008 PPMJ Accredited Monograph Series 

Proposed Budget 
July 5, 2007 

Detailed Budget Itemization: PPMJ Monograph Series, FourMonographs Tot.al 
Direct Expenses, Approximate 

Clinical expert honoraria $ 

Insert page charges, Practical Pain Management Journal $ 

Eight-page article printed on matte cover stock as journal insert 

References $ 

Accreditation of program for CME, CPE, CNE $ 

Continuing Education participant certificates (estimate 750 certificates per program) $ 

Approximate Total, Direct Expenses $ 

Indirect Expenses 

Project management 

Coordination with faculty $ 

Coordination with internal teams, PPMJ staff, accreditor $ 

Preparation and coordination of status meetings/updates $ 

Medical services 

Topic/author identification/research $ 

Transcript review $ 

Outline creation $ 

Creation of monographs based on transcription, review with faculty $ 

Development of supporting verbiage (needs assessment, objectives, etc.) and self-assessment $ 

Incorporation of revisions $ 

Proofreading $ 

Fact-checking $ 

Production services 

Layout and typesetting of articles $ 

Creation of supporting web pages for online posting $ 

Programming of finished video for Web-posting, archiving $ 

Data management $ 

Administrative and accounting fees $ 

Total, Indirect Expenses $ 
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20,000 

92,800 

1,800 

32,000 

24,000 

170,600 

1,800 

1,800 

300 

4,800 

2,400 

3,200 

12,350 

2,400 

4,800 

3,000 

8,000 

1,750 

250 

3,800 

2,000 

3,298 

55,948 
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6103 
Fax 215.337.0960 

Program Summary: Print-Based Tactics 

Program Title 
The Emerging Solutions in Pain 2007 Monograph Collection 

Program Overview 
Medical Learning Solutions is proposing to collect and reaccredit the series of 4 monographs developed 
during 2007, and release the collection as a single print printed document. 

CE Provider 
Based on the need to educate clinicians in the assessment and treatment of chronic pain patients who 
may be at risk for abuse, addiction and diversion, the The Emerging Solutions in Pain 2007 Accredited 
Monograph Series will be accredited by a third party CE vendor. 

All monographs in the collection will be accredited for: 

• CME credit for physicians by the Accreditation Council for Continuing Medical Education. 
Each activity will be approved for a maxirnum of one hour of category 1 credit toward the 
AMA Physician's Recognition Award. 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy Education. Each 
activity will be approved for a maximum of 1.0 credit hour (0.1 CEU) for Continuing 
Pharmacy Education 

• CNE credit for nurses. Each activity will be approved for a maximum of 1.0 Contact 
Hours. 

Intended Audience 
The primary audience of The Emerging Solutions in Pain 2007 Accredited Monograph Collection includes 
physicians, pharmacists, nurses and other health care professionals who provide care to patients with 
pain. 

Program Objectives 
The purpose of The Emerging Solutions in Pain 2007 Accredited Monograph Collection is to educate 
clinicians on key topics relating to the Emerging Solutions in Pain initiatives. The topics that will be 
included in the collection are: 

July 5, 2007 

Highly Confidential 

1) Treating Chronic Pain in the Shadow of Addiction by Penelope Ziegler, MD, FASAM 

2) Patient and Clinician: Mutual Shareholders in the Treatment of Chronic Pain by April 
Hazard-Vallerand, PhD, RN, FAAN 

3) Mapping the Interface of Pain and Addiction by David Schlyer, MD 

4) Prescription Monitoring I Role of the Pharmacist in Chronic Pain (exact topic to be 
confirmed) by David Brushwood, RPh, JD 
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6103 
Fax 215.337.0960 

Program Summary: Print-Based Tactics 

Post-Activity Feedback 
Course evaluation forms will be required of all participants who seek to receive continuing education 
credit. Medical Learning Solutions will work with the third party CE vendor to summarize the information 
collected from these forms in a formal report to evaluate program effectiveness. 

Participants will evaluate the following as excellent, good, fair or poor: 
(1) Overall content 
(2) Faculty teaching effectiveness 
(3) Format 

Participants will also respond to the following questions: 
(1) How well did the program achieve its educational objectives? 
(2) Do you feel the program material was useful and practice-oriented? 
(3) Do you feel that the information provided in this educational activity will aid in improving 

patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic options? 
(5) Would you participate in future educational activities? 

Distribution 
Medical Learning Solutions and the third party CE vendor will announce and promote The Emerging 
Solutions in Pain 2007 Accredited Monograph Collection primarily as a giveaway at the Emerging 
Solutions in Pain exhibit booth. 

Request for Sponsor Support 
As a supplement to these primary methods, Medical Learning Solutions and the third party CE vendor 
may request the assistance of Cephalon, Inc. sales representatives in the dissemination of information 
regarding this program to the medical community. The content of such information, however, is the 
responsibility of Medical Learning Solutions, and any such distribution will solely be as a supplement to 
MLS' primary methods of announcement and promotion. 

Total Budget 
The total budget to fund this activity is $49,259. 

July 5, 2007 Page 65 

Highly Confidential TEVA_MDL_A_06763797 

P-29481 _ 00451



07300I.75

101 Washington St, Suite 110 
Morrisville, PA 19067 
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Emerging Solutions in Pain: Print-Based Tactics 

2007 Accredited Monograph Collection 

Proposed Budget 
July 5, 2007 

· .. Cost Summary 

Approximate Total, Direct Expenses 

Total, Indirect Expenses 

2007 Accredited Monograph Collection 
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$ 38,350 

$ 10,909 

$ 49,259 
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Morrisville, PA 19067 

Emerging Solutions in Pain: Print-Based Tactics 

2007 Accredited Monograph Collection 

Proposed Budget 
July 5, 2007 

Detailed Budget Itemization: 2007 Monograph Collection 
Direct Expenses, Approximate 

Printing, quantity 2,000 

Includes printing of 40-page saddle-stitched booklet, reproducing all 2006 PPMJ monographs 

Accreditation of program for CME, CPE, CNE 

Continuing Education participant certificates (estimate 750 certificates per program) 

Miscellaneous (non-fulfillment shipping, faxes, etc.) 

' 
Approximate Total, Direct Expenses 

Indirect Expenses 

Project management 

Coordination with internal teams, accreditor 

Preparation and coordination of status meetings/updates 

Medical/scientific services 

Editing review 

Creation of supporting documents for individual accredited self-study programs 

Proofreading 

Graphic design 

Typesetting, layout 

Coordination with print vendor 

Administrative and accounting fees 

3} 
, , 

,·' Total, Indirect Expenses . 
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$ 25,000 

$ 5,000 

$ 8,000 

$ 350 

$ 38,350 

$ 2,400 

$ 600 

$ 1,400 

$ 8QO 

$ 1,000 

$ 3,125 

$ 625 

$ 959 

$ 10,909 
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Program Summary: Exhibition Booth Series 

Program Title 
The Emerging Solutions in Pain Meet the Expert Exhibit Booth 

Program Overview 
Medical Learning Solutions is proposing to continue utilizing the Meet the Experts Booth as an 
informational and interactive display for educating clinicians in the Emerging Solutions in Pain initiatives 
at national congresses and association meetings. MLS is also proposing to continue the cost effective 
and efficient tactic of tailoring the size and activities of the Meet the Expert Booth to reflect the attendance 
and specific purpose of the congress or association. Thus, at larger meetings, the full Meet the Expert 
Booth will be utilized, while a smaller Emerging Solutions in Pain Booth will be displayed at smaller 
congress and association meetings. 

In 2008, MLS will update both the graphic imagery and multimedia displays to reflect current information 
in the fields of pain management and addiction medicine, as well as the tools, resources and activities 
available through ESP at the time of each meeting. Functionality for the full-size Meet the Expert Booth 
will include a seating area for meeting attendees to interact with Emerging Solutions in Pain clinical 
experts; computer terminals featuring interactive displays highlighting the Emerging Solutions in Pain 
initiatives, membership registration for the Emerging Solutions in Pain Web Site, and the Emerging 
Solutions in Pain Tool Kit. The smaller Emerging Solutions in Pain Booth will focus on interactive 
displays of the Tool Kit and video highlights of previous Meet the Expert presentations; membership 
registration; and distribution of the Emerging Solutions in Pain Tool Kit. 

Intended Audience 
The primary audience of the Emerging Solutions in Pain Meet the Experts Booth will be physicians, 
pharmacists, nurses and other allied health care professionals who provide care to patients with chronic 
pain and who attend selected national association meetings and congresses. MLS is proposing to utilize 
the full-size exhibit booth at three national association meetings, and the mini exhibit booth at four 
national association meetings in 2007; each association conference demographic profile and other 
scientific agenda, and public relations information and will be analyzed an a continuing basis throughout 
the year to determine the best audience reach and utilization of exhibit booth funds. Possible meetings 
for both options are listed in below. 

Potential Meetings, Full-Size (20' x 20' island) Exhibit Booth 
• American Academy of Pain Medicine 
• American Pain Society 
• American Academy of Pain Management 
• American Academy of Physical Medicine and Rehabilitation 

Potential Meetings, Mini (10' x 20" in-line) Exhibit Booth 
• American Society for Addiction Medicine 
• American Society for Pain Management Nurses 
• International Conference on Pain and Chemical Dependency 
• American Academy of Physician Assistants 
• American Association for the Treatment of Opioid Dependence 
• National Community Pharmacists Association 
• American College of Clinical Pharmacy 
• American Society of Regional Anesthesia and Pain Medicine 
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Fax 215.337.0960 

Program Summary: Exhibition Booth Series 

Program Objectives 
The purpose of the Emerging Solutions in Pain Meet the Expert Booth is to disseminate information 
concerning the Emerging Solutions in Pain initiative to clinicians practicing in the field of pain 
management, and to educate those clinicians on the assessment and monitoring of pain patients, and on 
good practice management techniques. Clinicians visiting the booth will have opportunities to: 

Format 

(1) Interact with Emerging Solutions in Pain clinical experts in small discussion groups, 
focusing on tools and strategies that will contribute to a proper balance of pain control 
and risk minimization (full-size Meet the Expert Booth only) 

(2) View multi-media, interactive programs highlighting the issues associated with 
minimization of misuse, abuse and addiction, the Emerging Solutions in Pain Tool Kit and 
associated case studies 

(3) Utilize interactive survey terminals to allow participants to earn one of the set of five faces 
of pain stress relievers giveaway 

(4) Receive copies of the Emerging Solutions in Pain Tool Kit CD-ROM and other support 
materials, such as the ESP Patient Tool Kit materials and the ESP Accredited 
Monograph collection. 

(5) Gain exposure to the resources available at the Emerging Solutions in Pain Web Site, 
and register as a "member", thereby expediting their ability to access online resources 

The format of the Emerging Solutions in Pain Exhibition Booth Series is an interactive meeting booth, to 
be presented at national association meetings and congresses. The full-size Meet the Expert Booth will 
feature live peer-to-peer interactions with Emerging Solutions in Pain clinical experts, as well as 
interactive, multimedia programs that highlight the Emerging Solutions in Pain initiatives. The smaller 
Emerging Solutions in Pain Booth will focus on educating clinicians in the availability of the Emerging 
Solutions in Pain initiatives. 

Distribution 
The Emerging Solutions in Pain Meet the Expert Booth will be available at selected national association 
meetings and congresses; meetings identified to date include the MPM, APS, ASPMN, ICPCD, AATOD, 
AMCP, AAPMgmt, AAPA, ASRA and ASAM. The announcement of the Booth will be made via direct 
mail to registered meeting attendees and members, and via journal and/or banner advertisements. 
Information at the Booth will be provided by Emerging Solutions in Pain clinical experts and by Medical 
Learning Solutions staff members. 

Request for Sponsor Support 
Medical Learning Solutions is promoting the Emerging Solutions in Pain Meet the Experts Booth through 
a variety of methods, including direct mail, publication of a multimedia Mini-Disc, and journal and banner 
advertisements. 

As a supplement to these primary methods, Medical Learning Solutions may request the assistance of 
Cephalon, Inc. sales representatives in the dissemination of information regarding this program to the 
medical community. The content of such information, however, is the responsibility of Medical Learning 
Solutions, and any such distribution will solely as a supplement to MLS' primary methods of 
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Program Summary: Exhibition Booth Series 

announcement and promotion. Content developed for this program may also be repurposed as a CE
accredited enduring material and published on the ESP website at a later date. 

Total Budget 
The total budget to fund these activities is $717,038. 
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2008 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 

July 5, 2007 

Program Parameters 

Number of Exhibitions of the Full-Size 20x20 ESP Booth I 
Number of Exhibitions of the Mini 10x20 ESP Booth I 

Cost Summary 
Per Meeting 

One-Time Expenses 

Approximate Total, Direct Expenses $ -

Indirect Expenses $ -
Subtotal, One-nme Expenses $ -

Fu/I-Size. 20x20 Exhibit Booth Series, 3 Meetings Total 

Approximate Total, Direct Expenses $ 79,200 

Total, Indirect Expenses $ 47,111 

Subtotal, Full-Size 20x20 Exhibit Booth Series, 4 Meetings Total $ 126,311 

Mini 10x20 Exhibit Booth Series, 4 Meetings Total 

Approximate Total, Direct Expenses $ 37,100 

Total, Indirect Expenses $ 38,088 

Subtotal, Mini 10x20 Exhibit Booth Series, 4 Meetings Total $ 75,188 

Total Cost of the 2008 ESP Exhibition Booth Seri~ 
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$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

3 

4 

Total 

20,150 

17,201 

37,351 

237,600 

141,333 

378,933 

148,400 

152,354 

300,754 

717,038 
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2008 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 

July 5, 2007 

.. Detailed Budget Itemization: On8-'. Time Expenses, 2008 ESP Exhibition Booth Series - · .. 

Direct Expenses, Approximate 

Per Meeting 

Updates and maintenance to 20x20 booth $ 

Updates and maintenance to 10x20 booth $ 

Exhibit booth storage fee $ 
Additional faces of pain giveaways, quantity: 1,000 $ 

'· . Subtotal, One-Time Approximate Direct Expenses $ 

lnclirect Expenses 

Per Meeting 

Project management 

Coordination with internal teams $ 

Coordination with third-party booth vendor $ 

Preparation and coordination of status meetings/updates $ 

Medical/scientific services 

Creation of supporting text for exhibit program $ 

Proofreading $ 

Graphic design 

Graphic design for new booth graphics $ 

Coordination with third-party vendors $ 

Administrative, accounting fees $ 

Subtotal, One-Time Indirect Expenses $ 

Page 72 

Highly Confidential 

Total 

3,000 

3,000 

3,400 

10,750 

20,150 

Total 

3,500 

2,500 

1,500 

3,800 

1,000 

3,500 

1,000 

401 

17,201 
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2008 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 

July 5, 2007 

Detailed Budget Itemization: Full-Size,_20x20 Exhibit Booth Series 

Direct Expenses, Approximate 

Per Meeting 

Exhibit space plus liability insurance $ 14,800 

Booth set-up/tear-down $ 20,000 
Includes floor plan, shop prep, installation and dismantling including labor supervision, 
travel 

AV installation and supervision $ 3,600 
Includes installation of all computer units, plasma screens, switcher units, audio needs, 
electrical, telecommunication links, etc. 

Booth supplies $ 500 
Rental and purchase of booth supplies such as flowers, chairs, cleaning service, waste 
baskets, etc. 

Shipping of booth to meeting site $ 8,800 

Shipping of supplies $ 2,100 
Includes shipping of mini-discs, Tool Kits, etc. to meeting site and delivery to booth 
charges 

Interactive touch screen survey $ 1,000 

Includes development and management of electronic survey program capturing attendee 
response to meeting specific questionnaire 

Booth advertisement 

Advertisement in meeting catalog/publication (full page, 4/c) $ 3,000 

Booth posters, printing $ 900 

KOL expenses: two KOL faculty 

Honoraria $ 12,000 

Travel: air, hotel, ground, OOP $ 4,300 

Faculty registration $ 1,000 

ROI expenses: three ROI staff 

Travel: air, hotel, ground, OOP $ 6,900 

Exhibitor registration $ 300 
.· ' <, Approximate Total, Direct Expenses $ ·,. 79,200 
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Total, 3 Meetings 

$ 44,400 

$ 60,000 

$ 10,800 

$ 1,500 

$ 26,400 

$ 6,300 

$ 3,000 

$ 9,000 

$ 2,700 

$ 36,000 

$ 12,900 

$ 3,000 

$ 20,700 

$ 900 

$ 237,600 
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M·I:S 
· 101 Washington St, Suite 110 

Morrisville, PA 19067 

2008 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 

July 5, 2007 

Det,ailed Budget Itemization: Full-Size, 20x2.0 f=xhibit Booth Series (can't) 
Indirect Expenses 

Per Meeting 

Project management 

Coordination with conference vendors $ 1,800 

Coordination with KOLs for The Doctor is In schedule $ 2,700 

Coordination of pre-meeting processes $ 6,150 

Coordination of booth advertising and other support materials $ 1,800 

Coordination with internal teams $ 1,950 

Preparation and coordination of status meetings/updates $ 600 

Medical I scientific services 

Development of copy for meeting advertisements $ 450 

Development of copy for plasma screen loop, other booth support materials $ 1,050 

Proofreading $ 1,000 

Graphic design / production services 

Adaptation of display graphics for plasma loop and all associated tickers $ 2,000 

Typesetting and layout of booth posters $ 750 

Typesetting and layout of advertisements (direct mail plus meeting catalog) $ 1,750 

Coordination with third-party print vendors $ 500 

Conference management services 

Management of pre-meeting booth set-up $ 3,000 

Management of post-meeting booth tear-down $ 3,350 

Staffing of booth during meeting $ 14,700 

Coordination with KOLs during meeting $ 1,950 

Administrative and accounting fees $ 1,611 

.c ... :· . '( ,• .. , .. , .. :,/·.·.·•····.· .. .· . 

. To'tal, Indirect Expfinses $ • .. • 47,111 . 
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Total, 3 Meetings 

$ 5,400 

$ 8,100 

$ 18,450 

$ 5,400 

$ 5,850 

$ 1,800 

$ 1,350 

$ 3,150 

$ 3,000 

$ 6,000 

$ 2,250 

$ 5,250 

$ 1,500 

$ 9,000 

$ 10,050 

$ 44,100 

$ 5,850 

$ 4,833 

$ 141,333 
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2008 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 

July 5, 2007 

. . Detailed Bucfget Itemization: Mini, 10x20 Exhibit Booth Series 

Direct Expenses, Approximate 

Per Meeting 

Exhibit space plus liability insurance $ 6,250 

Booth set-up/tear-down $ 8,000 
Includes floor plan, shop prep, installation and dismantling including labor supervision, 
travel 

AV installation and supervision $ 3,600 
Includes installation of all computer units, plasma screens, switcher units, audio needs, 
electrical, telecommunication links, etc. 

Booth supplies $ 500 
Rental and purchase of booth supplies such as flowers. chairs. cleaning service, waste 
baskets, etc. 

Shipping of booth to meeting site $ 8,000 

Shipping of supplies $ 2,200 
Includes shipping of mini-discs, Tool Kits, etc. to meeting site and delivery to booth 
charges 

Booth advertisement 

Advertisement in meeting catalog/publication (full page, 4/c) $ 3,000 

Booth posters, printing $ 750 

ROI expenses: three ROI staff 

Travel: air, hotel, ground, OOP $ 4,600 

Exhibitor registration $ 200 

Approximate Total, Oirect Expenses $ 37,100 

Page 75 

Highly Confidential 

Total, 4 Meetings 

$ 25,000 

$ 32,000 

$ 14,400 

$ 2,000 

$ 32,000 

$ 8,800 

$ 12,000 

$ 3,000 

$ 18,400 

$ 800 

$ 148,400 
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2008 Emerging Solutions in Pain Exhibition Booth Series 
Proposed Budget 

July 5, 2007 

Detailed Budget Itemization: Mini, 10x20 Exhibit Booth Series (con't) 
Indirect Expenses 

Per Meeting 

Project management 

Coordination with conference vendors $ 1,500 

Coordination of pre-meeting processes $ 5,700 

Coordination of booth advertising and other support materials $ 1,750 

Coordination with internal teams $ 1,950 

Preparation and coordination of status meetings/updates $ 600 

Medical / scientific services 

Development of copy for meeting advertisements $ 450 

Development of copy for plasma screen loop, other booth support materials $ 1,050 

Proofreading $ 1,000 

Graphic design / production services 

Adaptation of display graphics for plasma loop and all associated tickers $ 2,000 

Typesetting and layout of booth posters $ 750 

Typesetting and layout of advertisements (direct mail plus meeting catalog) $ 1,750 

Coordination with third-party print vendors $ 500 

Conference management services 

Management of pre-meeting booth set-up $ 2,850 

Management of post-meeting booth tear-down $ 3,000 

Staffing of booth during meeting $ 12,400 

Administrative and accounting fees $ 838 

;: .... .. . '? ,: ./ . a·'" Total, Indirect Expenses $ :· 38,088 . 
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Total, 4 Meetings 

$ 6,000 

$ 22,800 

$ 7,000 

$ 7,800 

$ 2,400 

$ 1,800 

$ 4,200 

$ 4,000 

$ 8,000 

$ 3,000 

$ 7,000 

$ 2,000 

$ 11,400 

$ 12,000 

$ 49,600 

$ 3,354 

$ 152,354 
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Appendix A: Emerging Solutions in Pain Accredited Monograph Series, 2006 - 2007 

Evaluation Summary Data 
VIGIL bv David Bnishwood, PhannD, JD 

Caitrast the differences and Identify responsibilities related to 
Define and describe the five-step similarities of an opioid agreement and prescriber, dispenser, and patient Do you feel the activity was useful to you in 

Overall content Format State the aoals of the VIGIL orocess VIGIL rocess the VIGIL orocess when aoolvina the VIGIL orocess vour oractice settina? 
Number Percent Number Percent Number Percent Number Percent Number Percent Number Percent Yes Percent 

Excellent 68 56.2% 65 54.6% 81 67% 88 73% 65 54% 71 59% 114 95% 
Good 49 40.5% 53 44.5% 38 31% 31 26% 51 42% 47 39% No 
Fair 4 3.3% 1 0.8% 2 2% 2 2% 5 4% 2 2% 6 5% 
Poor 0 0.0% 0 0,0% 0 0% 0 0% 0 0% 0 0% 
Totals 121 100% 119 100% li1 100% 121 100% 121 lUOo/o 120 100% 120 

1Iold Pain Management and Preempllve Analaesla bv Jelfrev Gudln, MD Relating Central sensitization and Hyperalgesla to 01 

Recognize the role of mlcroreceptor Identify pharmacotherapeutic options 
Dffferentrate central sensitization from agonists in the development of demonstrated to Improve patient Do you feel the activity was useful to 

Overall content Format peripheral sensitization hyperalqesia mana ement vou In vour practice setting? 
Number Percent Number Percent Number Percent Number Percent Number Percent Yes Percent 

Excellent 105 45.3% 98 43.6% 123 53% 103 44% 95 41% 227 97% 
Good 121 52.2% 118 52.4% 99 42% 111 48% 118 51% No 
Fair 6 2.6% 9 4.0% 11 5% 19 8% 18 8% 6 3% 
Poor 0 0.0% a 0.0% 0 0% 0 0% 0 0% 
Totals 232 100% 225 100% 233 100% 233 100% 231 100% 233 

What Role Does Age Plav In the Management of Chronic Pain In Adult Pallents? Bv BUI H. McCarberg, MD 

Recognize why It is 
Important to Identify differences 

understand unique between the health 
traits that status of older and Recogniz:e the importance of 

characterize younger adult Identify the components of e pain assessing and monitoring for potential 
different chronic pain management program that are opioid abuse In all populations of Do you feel the activity was useful to 

populations patients particulartv beneficial for older adults chronic pain patients vou in vour practice settinq? 
Number Percent Number Percent Number Percent Number Percent Yes Percent 

Excellent 63 58.3% 55 50.9% 53 49% 20 48% 101 95% 
Good 40 37.0% 48 44.4% 46 43% 21 50% No 
Fair 5 4.6% 3 2.8% 9 8% 1 2% 5 5% 
Poor 0 0.0% 2 1.9% 0 0% 0 0% 
Totals 108 100% 108 100% 108 100% 42 100% 106 

Pain Patients at Risk of Abuse and Those wltn Gomon>ld Pavchopathology: A Guide to Identification and Treatment by Rafael Miguel, MD 

Recognize signs and symptoms of a 
chronic pain patient presenting with 

Identify which comorl>idities are Contrast and compare the impact Identify three assessment tools that psyctnpathology or at risk for 
associated with chronic paln and associated with inadequate treatment should help detennine the option of controlled substance misuse or Do you feel the activity was useful to you in 

Overall content Format indicate their order of freauencv of oain or a comorbid condiUon referral addiction vour practice sattinq? 

Number Percent Number Percent Number Percent Number Percent Number Percent Number Percent Yea Percent 
Excellent 238 59.2% 228 57.9% 243 60% 215 54% 235 59% 38 64% 392 99% 
Good 162 40.3% 165 41.9% 156 39% 178 44% 160 40% 19 34% No 
Fair 2 0.5% 1 0.3% 3 1% 8 2% 4 1% 0 0% 4 1% 

Poor a 0.0% 0 0% 0 0% 0 0% a 0% 1 2% 
Totals 402 100% 394 100% 402 100% 401 100% 399 100% 56 100% 396 
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Appendix A: Emerging Solutions in Pain Accredited Monograph Series, 2006 - 2007 

Evaluation Summary Data 
Case Studlea In Pain Manaaement A ~~rum of Abuse and Addiction bv Michael H. Moakowttz, MD,MPH 

Describe how the use of lnfOrmed Describe assessment and monJtor1ng Summarize pharmacologlc 
consent documentation and other tools and techniques that support the approaches to analgesia that may be 

Identify and distinguish the clinical techniques may be effectively used identification of a patient who may be used In a chmnle pain patient with en 
differences between addiction, with i:>atients who are prescribed displaying the signs of aberrant Increased risk for abuse, addiction or Do you feel the activity was useful to you in 

Overall content Format tolerance, and oh sical deoendence ooioids. behavior diversion of ooioids your oractice settina? 
Number Percent Number Percent Number Percent Number Percent Number Percent Number Percent Yes Percent 

Excellent 15 50.0% 15 50.0% 14 47% 15 50% 11 37% 13 43% 29 97% 

Good 14 46.7% 13 43.3% 15 50% 12 40% 15 50% 14 47% No 
Fair 1 3.3% 2 6 .7% 1 3% 3 10% 4 13% 3 10% 1 3% 
Poor 0 0.0% 0 0 .0% 0 0% 0 0% 0 0% 0 0% 

Totals 30 100% 30 100% 30 100% 30 100% 30 100% 30 100% 30 

The Connection Between Clgan,tte :,moKlng and Aberrant Drug-1 aKIng Behavior In Opioid Therapy for Chronic Pain oy 1,teve Pasalk, PhD and ura Dhlngra, PhD 

ro examine multiple etiofogies for the 
To identify linkages between smoking association between smoking and To aitically evaluate the significance 

ana aoerrant drug-taking Dehavior In aberrant drug-taking benavior in of smoking In the assessment of the Do you feel the activity was useful to 
Overal content Format oatients With chronic pain patients with chronic pain chronic pain patient you in your practlee setUng? 

Number Percent Number Percent Number Percent Number Percent Number Percent Yes Percent 
Excellent 38 44.2% 34 42.0% 42 49% 40 47% 38 44% 86 100% 
Good 45 52.3% 45 55.6% 43 50% 45 52% 47 55% No 
Fair 3 3.5% 2 2.5% 1 1% 1 1% 1 1% 0 0% 
Poor 0 0.0% 0 0 .0% 0 0% 0 0% 0 0% 

Totals 86 100% 81 100% 86 100% 86 100% 86 100% 86 

1:.va1uat1ng lnterdlSCIPllnarv and Multldlaclpllnar ADDroacnes to Chronic Pain Mana! ement bv Steven Stanos, DD 

Differentiate multidisciplinary vs. Identify common features to both Recognize clinical and economic 
interdisciplinary therapeutic models for multidisciplinary and inten:lisciplinary outcomes derived from applying each Do you feel the activity was usef"1 to 

Overall content Format oatienls in chronic oain care tvoe or care model vou in vour oractice settinc? 
Number Percent Number Percent Number Percent Number Percent Number Percent Yes Percent 

Excellent 56 45.5% 59 48.4% 78 62% 76 61% 61 49% 114 91% 
Good 56 45.5% 49 40.2% 39 31% 39 31% 54 43% No 
Fair 11 8.9% 9 7.4% 8 6% 9 7% 10 8% 11 9% 

Poor 0 0 .0% 5 4.1% 0 0% 0 0% 0 0% 
Totalo 123 100'¼ 122 100'¼ 125 100% 124 100% 125 100% 125 

A Closer Look at RaclaUEthnlc Disparities In Pain Manaaement bv Aorll Hazard Vallerand, PhD, RN 

Evaluate critical evidence of existing Summarize potential contributors to Communicate strategies to reduce, 
racial/ethnic disparities in pain haalth disparities, including patient and eventually eliminate, health Do you feel the activity was useful to 

Overall content Format manaQement In the US related and physician- related factors disnarities in pain management you in your practice sernnA? 
Number Percent Number Percent Number Percent Number Percent Number Percent Yes Percent 

Excellent 53 38.4% 62 44.9% 72 52% 64 46o/o 66 48% 122 90% 

Good 80 58.0% 66 47.8% 61 44% 69 50% 64 46% No 

Fair 4 2 .9¾ 10 7.2% 5 4% 4 3% 7 5¾ 14 10¾ 

Poor 1 0 .7% 0 0 .0¾ 0 0% 1 1% 1 1% 

Totals 138 100% 138 100% 138 100% 138 100% 138 100o/o 136 

Determining the Risk of Opioid Abuse by Lynn R. Webster, MD 

Compare and contrast the various 

Summarize the importance of charactertsucs, advantages, and 
Identify the risk factors most supported assessing patients for abuse risk prior limitations of available assessment Outline the monitoring techniques 
by the scientific literature for abusing to beginning chronic opioid pain tools, with a special emphasis on proportionate to the individual Do you feel the activity was useful to you in 

Overall content Format the ooioids orescribed for chronic oain theraov newer brief oPi0id-soecific tools oatlent's risk for abuse vour oractice settinQ? 

Number Percent Number Percent Number Percent Number Percent Number Percent Number Percent Yes Percent 
Excellent 32 76.2% 27 65.9% 30 73% 28 68% 23 56% 25 61% 41 100% 

Good 9 21.4% 13 31 .7% 10 24% 12 29% 15 37% 12 29% No 
Fair 1 2 .4% 1 2.4% 1 2% 1 2% 3 7% 4 10% 0 0% 

Poor u 0.0% u 0.0% u 0% 0 0% 0 0% 0 0% 

Totals 42 100% 41 100% 41 100% 41 100% 41 100% 41 100% 41 
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Appendix B: Medical Learning Solutions Faculty Advisory Board 

David B. Brushwood, RPh, JD 
Professor, Department of Pharmacy Health Care Administration 
University of Florida 
Gainesville, Florida 

Jennifer Bolen, JD 
Founder, The Legal Side of Pain 
A Division of the J. Bolen Group, LLC 
Knoxville, Tennessee 

Doug Gourlay, MD, FRCPC, FASAM 
Director, Pain and Chemical Dependency 
Wasser Pain Management Centre 
Mount Sinai Hospital 
Toronto, Ontario, Canada 

Howard A. Heit, MD, FACP, FASAM 
Board Certified in Internal Medicine and Gastroenterology/Hepatology 
Certified in Addiction Medicine and as a Medical Review Officer 
Chronic Pain Specialist 
Assistant Clinical Professor 
Georgetown University 

Steven Passik, PhD 
Associate Attending Psychologist, Memorial Sloan-Kettering Cancer Center 
Associate Professor of Psychiatry, Weill College of Cornell Medical Center, 
New York, New York 

Joseph Shurman, MD 
Chairman, Pain Management 
Scripps Memorial Hospital 
La Jolla, California 

Jennifer M. Strickland, PharmD, BCPS 
Pain Management and Palliative Care Specialist 
Lakeland Regional Medical Center 
Lakeland, Florida 
Assistant Clinical Professor· 
University of Florida College of Pharmacy 
Gainesville, Florida 

April Hazard Vallerand, PhD, RN, FAAN 
Associate Professor 
College of Nursing 
Wayne State University 
Detroit, Michigan 

Lynn R. Webster, MD, FACPM, FASAM 
Medical Director 
Lifetree Clinical Research and Pain Clinic 
Salt Lake City, Utah 
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Appendix C: Medical Learning Solutions Disclosure Policy 

Purpose of the MLS Disclosure Policy 
The policy on disclosure exists to provide guidance for staff, faculty and joint/co-sponsors of the 
requirement to disclose specific information to participants in order to comply with the following standards 
for all activities sponsored by Medical Learning Solutions. 

• ACCME's 2004 Updated Standards for Commercial Support 
• ACPE's Criteria for Quality and Interpretive Guidelines 
• California Board of Registered Nursing Standards and Guidelines 

This disclosure policy includes identification and disclosure of the following: 

• Sponsor financial relationships 
• Faculty and family/significant others financial relationships 
• Discussion of unlabeled or unapproved uses of drugs and devices 

As a joint sponsor of continuing education programs, Medical Learning Solutions is required to collect 
information from individuals who have an opportunity to affect the CE content about products or services 
of a commercial interest with which he/she has a financial relationship to allow a determination to be 
made as to whether that relationship may constitute a conflict of interest that must be resolved. 

The Medical Learning Solutions Disclosure Policy 
1. Disclosure documents must be completed by anyone involved in planning or presenting educational 

content at CE programs approved for CME/CPE/CNE inclusive of the MLS advisory committee 
members, clinical content reviewers and identified faculty members. 

2. Medical Learning Solutions requires all those in a position to control content to provide specific 
information to CE participants. 

3. Medical Leaming Solutions requires faculty to provide specific information to CE participants. 
Disclosure is required in two areas: 
• Financial Relationships 

Faculty must disclose any significant relationship between themselves/significant others and (a) 
the commercial supporter(s) of the program, and (b} the manufacturer of any product discussed in 
the CE program or related to the topic of the event. Information reported shall include financial 
relationships in place over the preceding twelve-month period. If the faculty has nothing to report, 
that information must be indicated. 

• Discussion of Unlabeled Use 
Faculty must disclose in writing and communicate in writing through course materials, that a 
product is not labeled for the use under discussion or that the product is still investigational and 
not approved fur use in the United States. 

4. Faculty members are required to complete the Faculty Disclosure Forms, and Attestation Forms as 
required by the accredited provider of each activity, prior to the program development process. 

• Required forms attached as provided by MLS' accrediting partner, MediCom Worldwide, Inc. 

5. Disclosure Forms must be completed and returned to MLS prior to content development. Faculty 
refusing to disclose may not participate as a speaker for program in which disclosure was not 
obtained. 
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Appendix C: Medical Learning Solutions Disclosure Policy 

6. Potential conflicts of interest disclosed will be reviewed by MLS and must be resolved prior to the 
educational activity. 

7. Once a conflict is identified, a content validation process is initiated to ensure that the content or 
format of the CE activity and related materials will promote improvements or quality in health care 
and not promote a specific proprietary business interest of a commercial interest. 

8. MLS conducts an unbiased review of all planned content for activities certified for credit to resolve 
any actual or perceived conflict of interest that exists. 

9. Faculty must disclose to participants prior to the start of the educational activity the existence of 
significant situations where a direct commercial support relationship exists with the educational 
activity. 

10. MLS discloses the following information to learners: 1) the name of the individual, 2) the name of the 
commercial interest(s), and 3) the nature of the relationship the individual has with the commercial 
interest. MLS also discloses to learners the name(s) of commercial interests supporting each CE 
activity. 

11. Faculty disclosures will be documented and available to all participants via written participant 
handout information i.e.; syllabi, introductory slides, workbooks. 

• Disclosure will be made available to audience at the start of each activity. 

12. Faculty must also disclose prior to the start of the educational activity if no significant financial 
relationships exist. 

13. If faculty members present at multiple independent educational activities, a separate disclosure form 
is required for each activity. 

14. Implementation: 
All internal content review staff and outside external expert reviewers and faculty will complete a 
Financial Disclosure Form that contains the following information: 

• The form shall note the title and date of the activity, as well as the name(s) of the commercial 
supporter(s) associated with the activity. 

• The form shall solicit information about the financial relationship(s) of the reviewer, faculty 
member, his/her immediate family member or significant other has with any commercial 
supporter, as well as manufacturers of products associated with the activity or related to the 
topic of the activity. 

• If no relationship exists, there shall be a box to check to that effect. 
• The form shall solicit information from the faculty member as to plan to address off-label 

discussion or investigational use of a drug in his/her presentation. 

15. Timeline for disclosure of financial relationships: 
• Internal reviewer will complete the disclosure form upon employment. 
• External experts will complete the disclosure form at the time a relationship with MLS has 

been identified. 
• Presenting faculty will be asked to sign a disclosure form at the time of invitation to participate 

in a planned program. 
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FACULTY DISCLOSURE FORM 

"'o.,_ .,, 
UI ;; 

cl! .,.,, 

"' WORLOWmE, IHt'. 

As a CE provider accredited by the Accreditation Council for Continuing Medical Education (ACCME) and approved by 
the Accreditation Council for Pharmacy Education (ACPE), and the California Board of Registered Nursing, MediCom 
Worldwide, Inc. must ensure balance, independence, transparency, objectivity, and scientific rigor in all sponsored 
educational activities. Faculty participating in a sponsored activity are expected to (1) disclose to the audience any 
financial relationship with the manufacturer(s) of any commercial product(s) and/or provider(s) of commercial services, 
and/or with any commercial supporters of the activity and (2) assist in resolving any conflict of interest that may arise 

from the relationship. The intent of this disclosure is not to prevent a presenter with a financial or other relationship from making a 
presentation, but rather to provide learners with information on which they can make their own judgments. It remains for the audience 
to determine whether the speakers' interests or relationships may influence the presentation. In addition, MediCom Worldwide, Inc. 
presenters must make a meaningful disclosure to the audience of their discussions of unlabeled or unapproved drugs or devices. 
All MediCom Worldwide, Inc. faculty are required to provide disclosure as a condition of participation. 

Title of Presentation: 

Faculty Member's Name: 

Check all that apply: 

D I have no relationship(s) to disclose 

D I, the undersigned, have a financial arrangement or affiliation with a corporate organization offering financial support 
or grant monies for, or related to, this activity 

D I, the undersigned, have a financial relationship with a manufacturer of a product or device discussed in my 
presentation at this continuing education activity 

D I have a spouse or partner who has a financial relationship with a corporate organization offering financial 
support or grant monies, and/or with a manufacturer of a product or device 

* It is not a requirement to disclose honoraria received for a participation in a CE activity * 

Commercial Interest 
*Nature of Relevant Financial Relationship Suggestions for Resolving 

What was received? For what role? Conflicts of Interest 

Example terminology: 
(Please attach a separate sheet of necessary) 

What was received: Salary, royalty, intellectual property rights, consulting fee, non-CE activity honoraria, ownership interest (e.g., stocks, stock options 
or other ownership interest, excluding diversified mutual funds), or other financial benefit. 

Role(s): Employment, management position, independent contractor (including contracted research), consulting, speaking and teaching, membership on 
advisory committees or review panels, board membership, and other activities (please specify). 

Suggestions for resolving conflicts of Interest (COi): In addition to the MediCom Worldwide, Inc. peer review process for resolving COi, other 
examples include altering the control of the content of a CE activity by (1) choosing someone else to control that part of the content; (2) change the focus 
of the CE activity; (3) change the content of the person's assignment; (4) limit the content to a report without recommendations; and (5) limit the source 
for recommendations. *There is no set dollar amount for a financial relationship to be significant. Inherent in any amount received is the incentive to 
maintain or increase the value of the relationship with a commercial entity or manufacturer of a product or devise. Therefore, any amount received 
within the past 12 months must be disclosed. 

D I intend to reference unlabeled uses of drugs or products in my presentation, and will disclose this to the audience 
(specify drug(s) or product(s)): 

D I intend to reference investigational/unapproved uses of drugs or products in my presentation, and will disclose 
this to the audience (specify drug(s) or product{s)): 

D I agree to the Terms and Conditions 

Signature _________________________ _ Date ___________ _ 

Revised 06/2006 
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TERMS AND CONDITIONS 

By signing this form, the undersigned speaker/author understands and accepts the following rules as required by 

MediCom Worldwide, Inc., the Essential Areas and Policies of the ACCME, and the rules of the American 

Medical Association: 

1. Disclosure. Speakersfauthors must complete and submit a Faculty Disclosure Form prior to the 

presentation, and that Faculty Disclosure Fann shall be complete and truthful to the best of the 

speakers' knowledge. Speakers/authors are required to disclose any financial relationship they may 

have with any product or class of products they discuss in an educational activity. The resolution 

of conflict of interest will assist the learners in assessing the potential for influence in infonnation 

that is presented. 

2. Fair-Balance. Speakers/authors are required to prepare fair and balanced presentations, which are 

objective and scientifically rigorous. 

3. Transparency. Speakers/authors are required to disclosure any financial relationship that will assist 

the learners in assessing the potential for influence in information that is presented. 

4. Unlabeled and Unapproved Uses. Presentations that provide information in whole or 

in part related to non-FDA approved uses for drug products and/or devices must clearly acknowledge 

the unlabeled indications or the investigative nature of their proposed uses to the audience. Speakers 

who plan to discuss non-FDA approved uses for commercial products and/or devices must advise 

MediCom Worldwide, Inc. of their intent. 

5. Use of Generic versus Trade Names. Presenters should use scientific or generic names in referring 

to products in their lectures or enduring materials. Should it be necessary to use a trade name, then 

the trade names of all similar products or those within a class should be used. 

6. Commercial Supporter Influence. Faculty are not permitted to receive any direct remuneration or 

gifts from the commercial supporter(s) of this activity, nor should they be subject to direct input from a 

commercial supporter regarding the content of their presentation. 

Revised 06/2006 
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DISCLOSURE 

Please indicate your understanding of and willingness to comply with each statement below. If you have any 
questions regarding your ability to comply, please contact the activity coordinator as soon as possible. 

Agree Disagree 

□ □ 

□ □ 

□ □ 

□ □ 

Agree Disagree 

□ □ 

□ □ 

□ □ 

□ □ 

□ □ 

□ □ 

NIA 

□ 

□ 

□ 

□ 

□ 

□ 

I have disclosed to MediCom Worldwide, Inc. all relevant financial relationships, 
and I will disclose this information to learners verbally (for live activities) and in print. 

The content and/or presentation of the information with which I am involved will 
promote quality or improvements in health care and will not promote a specific 
proprietary business interest or a commercial interest. Content for this activity, 
including any presentation of therapeutic options, will be well-balanced, 
evidence-based and unbiased. 

I have not and will not accept any honoraria, additional payments or 
reimbursements beyond that which has been agreed upon directly with 
MediCom Worldwide, Inc. 

I understand that MediCom Worldwide, Inc. will need to review my presentation 
and/or content prior to the activity, and I will provide educational content and 
resources in advance as requested. 

If I am presenting at a live event, I understand that a CE monitor will be 
attending the event to ensure that my presentation is educational, and not 
promotional, in nature. 

If I am providing recommendations involving clinical medicine, they will be 
based on evidence that is accepted within the profession of medicine as 
adequate justification for their indications and contraindications in the care of 
patients. All scientific research referred to, reported or used in CE in support 
of justification of a patient care recommendation will conform to the generally 
accepted standards of experimental design, data collection and analysis. 

If I am discussing specific health care products or services, I will use generic 
names to the extent possible. If I need to use trade names, I will use trade 
names from several companies when available, and not just trade names from 
any single company. 

If I am discussing any product use that is off label, I will disclose that the use 
or indication in question is not currently approved by the FDA for labeling 
or advertising. 

If I have been trained or utilized by a commercial entity or its agent as a 
speaker (e.g., speaker's bureau) for any commercial interest, the promotional 
aspects of that presentation will not be included in any way with this activity. 

If I am presenting research funded by a commercial company, the information 
presented will be based on generally accepted scientific principles and 
methods, and will not promote the commercial interest of the funding company. 

I have carefully read and considered each item in this form, and have 
completed it to the best of my ability. 

Signature Date 

Please return these three pages to Christine Mettille via fax at 215-337-0959, or mail to her attention at 
MediCom Worldwide, Inc., 101 Washington Street, Morrisville, PA 19067. Please call Christine with any questions 

Revised 06/2006 
at 215-337-9991 or via email at cmettille@medicaled.com. 3 
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Appendix D: Medical Learning Solutions 
Policy Concerning Content Without Commercial Bias 

Purpose of the MLS Policy Concerning Content Without Commercial Bias 

The policy on Content Without Commercial Bias exists to establish criteria, policy and process of 
implementation of content standards of CE activities in accordance with the ACCME Standard for 
Commercial Support; Content and Format without Commercial Bias, and the content requirements of the 
ACPE and California Board of Registered Nursing. 

The Medical Learning Solutions Policy Concerning Content Without Commercial 
Bias 

1. Medical Learning Solutions must review the planned content of a CE activity to be certified by 
MediCom Worldwide, Inc., or other third party accredited provider, and demonstrate in 
documentation that the content or format of a CE activity adheres to the following criteria: 

a. Presentations and/or its related materials must promote improvements or quality in health care 
and not a specific proprietary business interest of a commercial interest. 

b. Presentations and/or its related materials must give a balanced view of therapeutic options. 
c. Use of generic names within the body of the presentation or its related materials is required. 

1) Related presentation materials may contain trade names for all generic products 
contained within the presentation that are from several companies, as available. 

2. All content from CE activities will undergo content validation process. 
• Content must conform to the generally accepted standards of experimental design, data 

collection and analysis. 
• Faculty must attest to MLS that the presentation content or content of its related materials 

promote improvement or quality in health care and not a specific proprietary business interest 
of a commercial interest. 

• Faculty must attest to MLS that the presentation gives a balanced view of therapeutic options. 
• MLS' internal and external reviewers must evaluate and attest that faculty presentation and its 

related materials promote improvements or quality in health care and not a specific proprietary 
business interest of a commercial interest. 

• Internal and external content reviewers must evaluate and attest that the presentation gives a 
balanced view of therapeutic options. 

3. Activities are not eligible for certification if the content and/or format promote recommendations, 
treatments or manners of practicing medicine that are not within the definition of CME or are known 
to have risks or dangers that outweigh the benefits or are known to be ineffective in the treatment of 
patients. Activities that offer recommendation, treatments or practice manners outside of the 
definition of continuing pharmacy or nursing education, or that have risks or dangers that outweigh 
the benefits or are known to be ineffective are not eligible for certification. 

4. CE activities must be developed and presented utilizing the principles of adult learning, which 
includes thorough assessment of learners' needs and focus on participant involvement in the learning 
process. 

5. Faculty selected to participate must be demonstrated thought leaders in the topic of the CE activity 
and must have demonstrated skill in providing education to adult learners. Faculty should hold 
advanced degrees in their area of specialty, and should be active in research or patient care within 
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Appendix D: Medical Learning Solutions 
Policy Concerning Content Without Commercial Bias 

an academic or clinical setting. Faculty may not be employees of the commercial supporter of an 
educational activity, regardless of qualification. Faculty will be asked to provide their qualifications 
and educational background to activity planners for review. Faculty will be advised of content 
requirements in their faculty letters. 

6. MLS may solicit the review by an expert reviewer; members of the Medical Learning Solutions 
advisory committee provide oversight of MLS' program planning and design. A member of the 
advisory committee may be asked to provide content review for selected MLS activities. Whenever 
possible, advisory committee members are asked to review activities that fall within their area of 
clinical expertise. 

7. The clinical pharmacy consultant provides oversight and review of program planning, design and in
depth content review of each activity, and verifies that the proposed amounts of pharmacology hours 
and content are appropriate for pharmacy credit. 

8. The executive director will give final approval for the activity content and appropriate crediUcontact 
hour designation, indicating that the content is deemed valid and within the criteria as stated in this 
policy. This form will be signed by the executive director. This is contained in the CE planning 
document. 

9. Evidence of valid content will be placed in the activity file under planning. 
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Appendix E: Medical Learning Solutions 
Policy on Faculty and Speaker Selection 

Purpose of the MLS Policy on Faculty and Speaker Selection 

The policy on Faculty and Speaker Selection exists to establish guidelines for the determination of 
qualitative and quantitative considerations in the faculty selection process. 

The Medicai Learning Solutions Policy on Faculty and Speaker Selection 

Qualitative Considerations 
Faculty selected to participate must be demonstrated thought leaders in the topic of the CE activity and 
must have demonstrated skill in providing education to adult learners. Faculty should hold advanced 
degrees in their area of specialty, and should be active in research or patient care within an academic or 
clinical setting. Faculty may not be employees of the commercial supporter of an educational activity, 
regardless of qualifications. Faculty will be asked to provide their qualifications and educational 
background to MLS for review. Faculty will be advised of content requirements in their faculty letters sent 
by ML$. 

1. F acuity must attest to MLS that the presentation content or content of its related materials 
promote improvement or quality in healthcare and not a specific proprietary business interest of a 
commercial interest. 
• Faculty must attest to MLS that the presentation gives a balanced view of therapeutic options. 
• MLS' internal and external reviewers must evaluate and attest that faculty presentation and its related 

materials promote improvements or quality in healthcare and not a specific proprietary business interest 
of a commercial interest. 

• CE activities must be developed and presented utilizing the principles of adult learning, which includes 
thorough assessment of learners' needs and focus on participant involvement in the learning process. 

2. Upon selection and approval of the faculty, a letter of guidance is written to the faculty outlining 
the expectations. 

3. Each faculty member must submit a CV for review. 

4. Each faculty member must complete and sign a disclosure form and attestation form. 

5. Those faculty members who do not complete required disclosure information will not be permitted 
to participate in the activity as planned. 

6. The executive director or designee will communicate directly with faculty, providing each faculty 
member with written information related to objectives of the program. 

7. The executive director or designee will provide technical assistance necessary to prepare 
materials for presentation. 

Determination of Number of Faculty Required Per Planned Activity 
1. An appropriate number of qualified faculty members shall be utilized for each continuing 

education program 

2. The executive director will be responsible for determination of number of faculty required for each 
program. Determination will be based on number of topics, depth of subject matter and 
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Appendix E: Medical Learning Solutions 
Policy on Faculty and Speaker Selection 

anticipated duration of 
the program. 

3. MLS will strive to maintain a ratio of at least one faculty member per every one hour of formal 
didactic lecture. 

Program Evaluation 
1. A program evaluation form is developed for each activity, which is intended to solicit participant's 

assessment of faculty effectiveness. 

2. Evaluation forms are distributed to participants at the end of each activity. Each participant is 
required to complete the form as designed, as well as provide any written feedback or comments 
regarding program. 

3. A formal summary report is completed following each program or program series. This report 
compiles the results of the evaluation form as well as narrative comments from participants. 

4. A designated member of the CE staff will directly monitor each educational activity. 
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Exhibit B 

ACTIQ Risk Management Program 

Provider is aware that ACTIQ® (oral transmucosal fentanyl citrate) [C-11] was 
approved subject to a Risk Management Program (RMP). The RMP includes 
key safety messages that are essential to the safe use of this product. They are: 

Highly Confidential 

• ACTIQ is indicated only for the management of breakthrough cancer pain 
in patients with malignancies who are already receiving and who are 
tolerant to opioid therapy for their underlying persistent cancer pain. 

• ACTIQ is contraindicated in the management of acute or postoperative 
pain, because life-threatening hypoventilation could occur at any dose in 
patients not taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 
• Patients considered opioid tolerant are those who are taking at least 60 

mg Morphine/day, 50 mcg transdermal fentanyl/hour, or an equianalgesic 
dose of another opioid for a week or longer. 

• Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep all 
units from children and discard properly. 

• ACTIQ is intended to be used only in the care of cancer patients and only 
by oncologists and pain specialists who are knowledgeable of and skilled 
in the use of Schedule II opioids to treat cancer pain. 
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www.cephalon.com 

FENTORA Risk Management Program 

Cephalon, Inc. 
41 Moores Roact 

P.O. Box 4011 

Frazer, PA 19355 

Phone 610-344-0200 

Fax 610-344-0065 

Provider is aware that FENTORA TM (fentanyl buccal tablet) [C-11] was approved 
subject to a Risk Minimization Action Plan (RiskMAP). The RiskMAP includes 
key safety messages that are essential to the safe use of this product. They are: 

Highly Confidential 

• FENTORA is indicated for the management of breakthrough pain in 
patients with cancer who are already receiving and who are tolerant to 
opioid therapy for their underlying persistent cancer pain. 

• FENTORA is contraindicated in the management of acute or postoperative 
pain, because life-threatening hypoventilation could occur at any dose in 
patients not taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 
• No misuse of FENTORA should occur. 
• Unintended (accidental) exposure to FENTORA should not occur. 
• Patients considered opioid tolerant are those who are taking at least 60 

mg oral morphine/day, at least 25 mcg of transdermal fentanyl/hour, at 
least 30 mg of oxycodone daily, at least 8 mg of oral hydromorphone daily 
or an equianalgesic dose of another opioid for a week or longer. 

• Instruct patients/caregivers that FENTORA can be fatal to a child. Keep 
all units away from children and discard properly. 

• FENTORA is intended to be used only in the care of opioid tolerant cancer 
patients and only by healthcare professionals who are knowledgeable of 
and skilled in the use of Schedule II opioids to treat cancer pain. 
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www.cephalon.com 

INDEPENDENT EDUCATIONAL PROGRAM GRANT AGREEMENT 

Cephalon, Inc. 

41 Moores Road 
P.O. Box 4011 

Frazer, PA 19355 

Phone 610-34-1-0200 
Fax 610-344-G06,5 

This Agreement is entered into as of this 25th day of January, 2008, by and 
between Cephalon ("Cephalon"), located at 41 Moores Road, Past Office Box 4011, 
Frazer, PA 19355, and Medical Learning Solutions ("Provider") located at 101 
Washington Street, Morrisville, PA 19067. 

WHEREAS, Cephalon has reviewed Provider's grant request to support a 
medical education program ("Program"); and 

WHEREAS, Cephalon has determined that the Program has the potential to 
significantly further medical knowledge and improve patient care; and 

WHEREAS, it is the intent of the parties to ensure that the Program will be 
independent, objective, balanced and scientifically rigorous so that it will not be viewed 
by the United States Food and Drug Administration ("FDA") as promotional and that 
Cephalon will not be viewed as responsible for its content; and 

WHEREAS, Cephalon agrees to provide funding for the Program under the 
conditions set forth below. 

NOW THEREFORE, Provider and Cephalon agree to the following terms under 
this Agreement: 

Highly Confidential 

1. Title of Program. The Educational Program is entitled "Emerging Solutions in 
Pain Meet the Experts Exhibit Booth at IASP 2008", and a copy of the grant 
request for the Program is attached hereto as Exhibit A. 

2. Type of Program. The Program is: 

An independent program where CE credits will not be offered. 

3. Educational Partner. The Provider shall not use a third party that will provide 
assistance in support of the Program ("Educational Partner"). 

TEVA_MD L_A_ 06760054 

P-29481 _ 00477



07300J.2

Highly Confidential 

4. Educational Components. The expected components of the Program (e.g., 
number of live meetings, CD ROM, web-based, etc.) are as follows: 

(a) Emerging Solutions in Pain Meet the Experts Interactive Exhibit Booth at 
IASP 2008. 

5. Program Purpose. The Program is for scientific and educational purposes only 
and is not intended to promote a Cephalon product, directly or indirectly. The 
Program is not a repeat performance of a prior program. 

6. Grant Amount Funding Arrangements. 

(a) Cephalon will provide support for the Program by means of an educational 
grant in the total amount of $182,506. If the Program is canceled or 
terminated prior to completion, Provider shall return the grant, or any unused 
portion thereof, to Cephalon within thirty (30) days of such termination or 
cancellation. Provider shall have full responsibility for all funding 
arrangements of the Program, including any funding to be provided to its 
Educational Partner. Payment of the grant shall be made in accordance with 
a schedule agreed to by the parties. All payments due hereunder shall be 
made by Cephalon within forty-five (45) days of its receipt of an invoice for 
same, provided Provider is in compliance with the terms of this Agreement.. 

(b) Within ninety (90) days of completion of the Program, Provider shall provide 
Cephalon with a detailed reconciliation of actual expenses incurred, and to 
the extent Cephalon has overpaid Provider for same, Provider shall provide a 
refund to Cephalon within thirty (30) days thereafter. Such detailed 
reconciliation shall be forwarded to Cephalon at the address above to the 
attention of Bhaval Shah Bell, Ph.D., Sr. Manager, Medical Education. 

(c) Provider may not use funds provided by Cephalon to pay travel, lodging, 
honoraria or personal expenses for non-faculty attendees. Grant funds may 
be used to reduce the overall registration fees for attendees. Grant funds 
may not be used to purchase capital equipment or to provide general 
operational support for an institution. Funds for hospitality shall not be 
provided, except that funds may be used for modest meals or receptions that 
are held as part of the Program, but such events shall not compete with, nor 
take precedence over, educational events. The appropriateness of any 
reception shall be at the sole discretion of the Provider, and Provider shall 
have final decision-making authority in connection with any such activities. 

(d) Funds may be used by the Provider to permit medical students, residents, 
fellows or other health care professionals in training to travel to and attend 
the Program; provided, however, that the selection of such students, 
residents or fellows who receive funds is made by either the academic or 
training institution, or, if by the Provider, such selection shall be made with 
the full concurrence of the academic or training institution. 

2 

TEVA_MD L_A_ 06760055 

P-29481 _ 00478



07300J.3

Highly Confidential 

7. Objectivity and Balance. Provider shall retain full responsibility for control of the 
content of the Program and shall ensure that the following requirements are met: 

(a) The Program material/information will be objective, balanced and free from 
commercial bias. All topics shall be treated in an impartial, unbiased manner. 
All discussions shall include a range of views about each class of drug and 
disease treatment options. Information shall not unfairly represent a 
spectrum of views favoring a product or class of products marketed by 
Cephalon or any other company. The title of the Program will fairly and 
accurately represent the scope of the presentation. 

(b) Provider agrees that neither Cephalon nor its agents shall control the content 
of the Program. Provider agrees that there will be no scripting, targeting of 
points for emphasis, or other activities by Cephalon or its agents that are 
designed to influence the content of the Program. Cephalon personnel will 
not attend content development meetings unless requested in writing by the 
Provider or the Medical Education Communications Company to make 
presentations of disease data and/or Cephalon product data to faculty. In this 
instance, Cephalon personnel may stay only for this portion of the meeting, 
and the accredited provider must be in attendance. 

(c) If requested, in writing, by the Provider or Educational Partner, Cephalon 
personnel from Scientific Communications may also provide written material 
on a Cephalon product or compound in development, such as specific 
product data, manuscripts, posters, product labels and other scientific 
material (not in slide format) in accordance with internal corporate guidelines 
based on the level of information that is acceptable to disclose. 

(d) If a product marketed by Cephalon is the subject of discussion, the data will 
be objectively selected and presented, with an accurate reflection of 
favorable and unfavorable information about the product and shall also 
include a balanced discussion of prevailing information on alternative 
products and /or therapies. 

(e) Any suggestions of superiority of one product or treatment over another will 
be supported by the body of available data and will not result from selective 
presentation or emphasis on data favorable to a particular treatment. 

(f) Provider represents that neither it nor the Educational Partner (if any) has 
either an open complaint or decision from the Accreditation Council for 
Continuing Medical Education ("ACCME") or the FDA that a program 
provided by the Provider or the Educational Partner failed to meet standards 
of independence, balance, objectivity, or scientific rigor. 
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Highly Confidential 

8. Risk Minimization Action Plan. Cephalon provides the following Risk 
Minimization Action Plan ("RiskMAP") information to all Providers. Neither 
Cephalon nor its agents shall influence or control whether a product marketed by 
Cephalon is the subject of discussion. A RiskMAP is a strategic safety program 
designed to meet specific goals and objectives in minimizing known risks of a 
product while preserving its benefits. Any product marketed by Cephalon that is 
approved with a RiskMAP, and the key safety-related health outcomes outlined in 
that RiskMAP, are listed in Exhibit B. Provider agrees that it is aware of the 
RiskMAP(s) and the key safety messages. 

9. Faculty Selection. Provider shall retain full responsibility for the selection of the 
presenters, authors, moderators, and/or other faculty (hereinafter referred to 
collectively as "Faculty"). 

10. Disclosures. Provider will ensure meaningful disclosure of limitations of data 
(e.g., ongoing research, interim analyses, preliminary data, or unsupported 
opinion). Provider will require that Faculty disclose when a product is not 
approved in the United States for the use under discussion. 

11. Question and Answer Session. To the extent the Program is a presentation, 
Provider will ensure meaningful opportunities for questioning by the audience. 

12. Financial Relationships. Provider will ensure meaningful disclosure to the 
audience of Cephalon funding and any significant relationship between individual 
Faculty and Cephalon. All meaningful disclosure(s) shall also be made in any 
written materials, including, but not limited to, announcements, brochures, syllabi 
and enduring material. Disclosures shall not mention product trade names. 

13. Metrics/Copies of Program Material. 

(a) Provider and/or Educational Partner shall provide certain outcome 
measurements and metrics to Cephalon as requested by the Scientific 
Communications Department. Such metrics shall be provided either after the 
conclusion of a single live event or monthly for a year-long accredited 
Program and may, at Cephalon's request, include the number of Program 
participants, number of certifications, assessment of the Program and 
Faculty, and demonstration of learning by Program participants. 

(b) After the Program has occurred, Provider shall provide Cephalon with one (1) 
copy of all Program materials in CD ROM or electronic format and fifty (50) 
copies in print format. 

14. Representations and Warranties. Provider represents that: 

(a) Neither it nor the Educational Partner, if any, provides marketing, advertising, 
public relations. market research, medical education services or other 
consulting services (e.g., support for advisory boards) to any other 
department within Cephalon ("Marketing Activities"); 
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Highly Confidential 

(b) If Provider or the Educational Partner has an affiliated company that provides 
Marketing Activities to Cephalon, Provider has instituted appropriate controls 
and safeguards to ensure the Program (i) remains independent, objective, 
balanced and scientifically rigorous, (ii) is not intended to promote a 
Cephalon product, directly or indirectly, and (iii) is not in any way biased due 
to the affliated company's relationship with Cephalon; 

(c) Provider has determined that it is appropriate to use the Educational Partner 
in light of the requirements under this Agreement; and 

(d) If Provider or its Educational Partner employs a former Cephalon employee 
who worked at Cephalon at anytime during the most recent year and who had 
marketing responsibility in the therapeutic area that will be covered by the 
Program, then that former employee will not have any role in the planning, 
development or delivery of the Program. 

15. Invitations/Enduring Materials. The Program audience will be selected by the 
Provider. The Provider shall be responsible for distributing materials about the 
Program, including invitations, reminder notices, and business reply cards that 
can be used by third parties to obtain any enduring Program material from the 
Provider.Notwithstanding the foregoing, Provider hereby authorizes Cephalon to 
distribute a subset of Program invitations/reminder notices that have been 
prepared or approved by the Provider. 

16. Ancillary Promotional Activities. To the extent the Program is a live presentation, 
no promotional activities or product advertisements will be permitted in the same 
room as, or in an obligate path to, the Program. If the Program is a 
teleconference or webcast, no product advertisements or promotional activities 
will be permitted immediately prior to, during, or immediately after the delivery of 
the Program. If the Program is in print format, no product advertisements or 
promotional materials will be interleaved within the pages of the Program. If the 
Program is made available electronically, no product advertisements or 
promotional materials will appear within the Program material or interleaved 
between computer windows or screens of the Program 

17. Compliance with Guidelines. Provider represents that the Program, including 
development of the Program and Program materials, shall conform to the 
American Medical Association ("AMA") Guidelines on Gifts to Physicians, the 
AMA Ethical Opinion on Continuing Medical Education, the ACCME Standards 
for Commercial Support, the FDA December 3, 1997 Final Guidance for Industry
Supported Scientific and Educational Activities, and the Pharmaceutical 
Research and Manufacturers Association ("PhRMA") Code on Interactions with 
Healthcare Professionals. 

18. Logistical Status Reports. Provider and/or Educational Partner shall provide 
periodic reports to Cephalon regarding the management and logistics of Program 
components. 
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Highly Confidential 

19. Miscellaneous. 

(a) No party shall use the other party's or its affiliates' name or trademarks for 
publicity or advertising purposes, except with the prior written consent of the 
other party. 

(b) Provider agrees to obtain all consents, authorizations, approvals and 
releases that may be necessary for the production of the Program and of any 
written materials prepared in connection therewith. Provider agrees to 
indemnify Cephalon with respect to any claims, actions or demands, including 
reasonable attorneys' fees that may arise in any manner out of Provider's 
failure to secure such consents, authorizations, approvals or releases. 

(c) No term, condition or other provision of any attachment or addendum to this 
Agreement shall supersede any term, condition or other provision of this 
Agreement, and with respect to any inconsistency or ambiguity, the 
Agreement shall control. 
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IN WITNESS WHEREOF, the parties, by their duly authorized representatives, 
agree to comply with all the terms and conditions of this Agreement. 

The above signatory is a duly authorized 
corporate officer of the IEP Provider. 

Date: z..--(p--0/r 
Tax ID#: 90-0135153 

Highly Confidential 

7 

CEP~LON, INC. 

By: h_ffl 
Name: Lesley ssell, MB, Ch.B., MRCP 
Title: Exec · e Vice President 

Worldwide Med & Reg Operations 

Date:_J._ __ , ....... lf:-+-j _d) __ r _____ _ 
I I 

AfPROVED 
~\t.\ 

lSM1 
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Exhibit A 

Copy of Grant Request 
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6103 
Fax 215.337.0960 

The Emerging Solutions in Pain Meet the Experts Exhibit Booth Attendance at the 12'h 
World Congress on Pain 

Grant Request 
Table of Contents 

Grant Request. ........... ............................ ............................................................................................ 2 
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The Emerging Solutions in Pain Meet the Experts Exhibit Booth 
Attendance at the 12th World Congress on Pain 
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Budget. ............................................ .......... . ........... ... .......... . ... .......................... 14 - 16 

Appendix A, MLS Faculty Advisory Board List. ..................................................................... 17 
Appendix B, MLS Disclosure Policy ................................................................................... 18 - 22 
Appendix C, MLS Policy Concerning Content Without Commercial Bias .................................... 23 - 24 
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January 21, 2008 

Bhaval Shah-Bell, PhD 
Cephalon, Inc. 
41 Moores Road 
Frazer, PA 19355 

Dear Dr. Shah-Bell, 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6103 
Fax 215.337.0960 

Medical Learning Solutions, Inc. has recently completed a comprehensive needs assessment to 
identify the educational needs of international clinicians who provide care to patients with chronic 
pain. This needs assessment was compiled from the following sources: 

• Clinical advisory review 
• Surveys of international clinicians as reported by leading international and world health 

organizations 
• Literature search 

Based on the identified educational need, Medical Learning Solutions is requesting an 
educational grant from Cephalon, Inc. to expand the knowledge and awareness of Emerging 
Solutions in Pain initiatives among international clinicians who provide care to patients with 
chronic pain. This will involve the distribution of educational materials and information at the 1ih 
World Congress on Pain, held by the International Association for the Study of Pain, via the 
Emerging Solutions in Pain Meet the Experts Exhibit Booth. Through this distribution of 
education, tools and resources, the ESP initiatives will support the ongoing international clinical 
need to provide adequate analgesia to patients with chronic pain, with the global need to monitor 
for potential issues of abuse, addiction and diversion of controlled substances. 

The budget to fund these activities is approximately $182,506. Please refer to the detailed budget 
section of this proposal for the complete grant funding proposal. This scientific event will comply 
with all ACCME, FDA, AMA, and ACPE regulations for industry-supported professional continuing 
education. 

Thank you in advance for your consideration of this request. 

Respectfu I ly, 

Sheri L. Gavinski 
President 
Medical Learning Solutions, Inc. 

Highly Confidential 

Page 2 

TEVA_MD L_A_ 06760063 

P-29481 _ 00486



07300J.11

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6103 
Fax 215.337.0960 

The Emerging Solutions in Pain Meet the Experts Exhibit Booth Attendance at the 12'h 
World Congress on Pain 

Educational Needs Assessment 

Pain is Undertreated Worldwide 
Effective and safe treatment of pain is a human right, but currently the best available global evidence 
indicates a major gap between an increasingly sophisticated understanding of the pathophysiology of pain 
and the continued widespread inadequacy of its treatment, evidenced by the following statements. 1 

The United States of America 

Europe 

According to the National Center for Health Statistics 2006 Health Survey, one in four adult 
Americans reported suffering a day-long bout of pain in the previous month, and 10% reported 
that the pain had lasted a year or more. 2 

Pain in Europe survey results indicated that 40% of all respondents had not achieved effective 
pain control. 

Australia 

Asia 

Africa 

An estimated one in five Australians of working age suffers from relentless and often disabling 
pain, but as few as 10% of those affected are getting adequate treatment. 4 

Chronic neuropathic and inflammatory pain are often underdiagnosed and mismanaged in the 
Asia Pacific region, leading to prolonged patient suffering and additional strain on the health care 
system.5 

A recent review of palliative care in Sub-Saharan Africa found a chronic lack of African-relevant 
evidence on outcomes in palliative care despite a wealth of practitioner experience.6 

Universal Barriers to Effective Therapeutic Management 
Barriers to effective pain treatment are many, including cultural, medical, financial, and religious issues.7 It 
is, however, political and legal impediments that most discourage adequate pain management. While 
opioids remain the drugs of first choice for the treatment of moderate-to-severe pain, regardless of 
etiology, fears of opioid abuse, misuse and diversion continue to shape policies related to medical-use 
opioids. This modulation of opioid policy begins with the opioid importation and manufacture, continues 
with distribution and prescribing, and ends with patient use or misuse and administration.8 

Opioids, as controlled substances, are subject to international, national, and local (eg, International 
Narcotics Control Board (INCB), US state-level Drug Enforcement Administration (DEA) and state medical 
board) control. Many countries have inefficient systems for procurement, manufacture, and distribution of 
opioids9 or impose limits on their prescription. Morphine consumption is especially low in most developing 
countries. In 2004 data published by the International Narcotics Control Board (INCB), six nations 
accounted for 79% of medical morphine consumption, and 120 consumed little or none. 10 In some 
countries, opioids cannot be prescribed for cancer pain, yet are available for postoperative pain, and in 
other countries they cannot be prescribed for children, but are available to adults. In other countries, only 
immediate-release preparations of morphine tablets are available. 11 Overly stringent regulations also 
discourage the medical use of controlled drugs. Some practitioners are fearful of the legal and regulatory 
climate and choose not to prescribe opioids at all. Others are not fully aware of the laws and regulations 
pertaining to the prescribing of controlled substances, and are vulnerable to regulatory and legal scrutiny 
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6103 
Fax 215.337.0960 

The Emerging Solutions in Pain Meet the Experts Exhibit Booth Attendance at the 12'11 
World Congress on Pain 

Educational Needs Assessment 

and prosecution. Finally, disparity in health care exists worldwide for both treatment of pain and addiction. 
Care is not equally available or provided to those who are at greatest risk and to those who are typically 
exhibiting greatest need (eg, the mentally ill, HIV-AIDS patients, and those living in poverty). 12 

These very limitations and conditions can create an environment ripe for patient self-medication. Patients 
in pain, left untreated, seek drugs from nonmedical sources and use other methods of illegal analgesic 
procurement with the sole intent of pain relief. Pain patients without a medical source of effective pain 
management often display aberrant behaviors (pseudoaddiction) until their pain is effectively controlled. 
These patient behaviors tend to reinforce the uninformed clinician's preconceived notions about opioid 
prescribing.13 

Additionally, the governmental restrictions and added risk of legal provocation create an environment of 
fear ("opiophobia") for both patient and prescribin~ P- ractitioner.1-8 First, there is considerable concern 
about opioid addiction, tolerance and hyperalgesia, ·1 -,s including dose escalation and dependence. It is 
estimated that 10% of patients prescribed opioid analgesics may become addicted, however, of these, 
10%-25% had no history of substance abuse or addiction. 1

·
16 This information may be interpreted to mean 

that comprehensive and risk-contained patient management may need to include not only the patient, but 
family members or those who reside with or support the health care of the patient. It may also be 
interpreted that some patients may be ineffectively treated and are seeking drugs from other sources to 
alleviate pain. Either scenario suggests that prescribers and patients need to be better informed to 
recognize aberrant behaviors, improve communications and pain assessment, and increase knowledge 
and application of appropriate and effective pharmacotherapies. 

Many physicians and patients worry about precipitating adverse side effects, believing that opioids should 
be reserved for the palliative cancer pain care. There is also an unfounded assumption among physicians 
and patients that chronic opioid treatment impairs health-related quality of life. Patients may believe that 
opioids can only be administered parenterally, while physicians may believe that opioid analgesia may 
delay accurate initial diagnosis of a change in patient condition. Others believe that at least some pain is 
inevitable and that opioid administration must be related to the severity of the disease rather than the 
intensity of the pain. 1

•
17

-
19 

"Opiophobia" among health care providers is compounded by a certain level of ignorance.8 Repeatedly, 
survey respondents acknowledge that they have received insufficient training in, or exposure to, pain 
management.1

•
19

-
22 These attitudes toward opioid analgesia spring from inadequate education.1

•
19

-
22 

Among patients and families, higher levels of concern about opioids are associated with advancing age, 
lower levels of education, and lower incomes.1

•
23 Such concerns appear to be cross-cultural; studies in 

Puerto Rico, 1
·
24 Taiwan, 1

·
25 and the United States1

•
23 found similar concerns about the use of opioid 

medication. 

Demonstrated Global Need for Continuing Education in Pain Management 

• The following is an excerpt from a report given to the United Nations Economic and Social 
Council by the President of the INCB at the 58th World Health Assembly Meeting, Dr. P. Emafo, 
on July 25, 2007.26 

'The low licit consumption of opiate analgesics for the management of pain is an area on which 
the Board has been active in the recent past. Also, at the request of the Council and the World 
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6103 
Fax 215.337.0960 

The Emerging Solutions in Pain Meet the Experts Exhibit Booth Attendance at the 12'h 
World Congress on Pain 

Educational Needs Assessment 

Health Assembly, the Board and the World Health Organization examined the feasibility of a 
possible assistance mechanism that would facilitate the management of pain using opioid 
analgesics. A Framework for the Access to Controlled Medications Program has jointly been 
produced by the Board and the World Health Organization. The report was presented to the 
Commission on Narcotic Drugs in March 2007 and the World Health Assembly in May 2007. The 
Access to Controlled Medications Program will be implemented by the World Health Organization 
and with the support of the Board as far as the mandate of the Board allows us." 

• The t1' International Conference on Pain and Chemical Dependency was held in New York City, 
June 21-24, 2007. The entire conference was devoted to educating clinicians about improved 
pain management practice methodologies designed to contain risk for their patients, for 
themselves and for their practice related to the prescribing and use of opioids. The following is a 
quote from the Chairman of the 2007 conference, Dr. Russell Portenoy27

: · 

"It is a challenging era-increasing recognition of the potential benefits of opioid therapy for 
chronic pain, but great concern about the rising toll of prescription drug abuse; increasing fear 
about the intrusion of regulators and law enforcement into clinical practice, but more willingness 
to seek balance between medicine and drug control policies for the public good; and increasing 
complexity of both pain medicine and addiction medicine, but efforts in each field to reach out to 
the other. 

"In such an era, a timely conference devoted to best practices and evidence at the interface 
between pain and chemical dependency is of great utifity to clinicians of every type." 

• Excerpt from the 2004 Annual Report of the International Narcotics Control Board Focuses on 
Relationship between Drug Abuse, Crime and Violence at Community Level28 

In keeping with its task of monitoring and ensuring that an adequate supply of narcotic drugs 
exists for licit medical purposes, the INCB warns that the availability and consumption of some 
essential narcotic drugs, particularly opioids, which are used for pain treatment, including 
palliative care, remains extremely low in many countries worldwide. 

The Board has identified that the low availabifity of certain types of medicine can be related to at 
least three different factors. 

■ First, unnecessarily strict rules and regulations have created an impediment for 
providing adequate access of populations to certain controlled drugs in some 
countries. 

■ Second, the negative perception about controlled drugs among medical 
professionals and patients in many countries has limited their rational use. 

■ Third, lack of economic means and insufficient resources for health care has 
resulted in inadequate medical treatment, including the use of narcotic drugs. 

Literature Search Supports a Need for Education 
An extensive and recently conducted PubMed medical literature search revealed the following 
publications in support of furthering education in the following areas: 
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Educational Needs Assessment 

1. Safe and effective treatment of pain as a human right; including assessment, risk containment, 
appropriate treatment selection, and monitoring. 1

·
3

•
12

-
15

·
26

•
30

•
38 

2. Promotion of risk-containment strategies and methodologies. 1
·
16

·
3

9-
45 

3. Provision of guidance to clinicians who prescribe opioid analgesics to patients in pain. 1
·
9

·
10

·
17

·
4

6-
55 

The Emerging Solutions in Pain Educational Initiative: Fulfilling an Educational Need 

The Emerging Solutions in Pain Mission Statement 
Emerging Solutions in Pain (ESP) is an ongoing educational initiative developed to address some of 
today's most critical issues in pain management. These issues involve balancing fundamental rights of 
patients and clinicians with the challenge of risk containment for opioid misuse, abuse and addiction 
associated with medical prescribing and use of controlled substances. Through evidence-based scientific 
data, validated tools, and the expertise of a cadre of leading pain and addiction medicine experts, the 
ESP program provides clinicians with guidance in the implementation of best practice management 
techniques. Site features and programs emphasize favorable interaction with regulatory and law 
enforcement agencies, as well as effective assessment, monitoring and documentation strategies; all of 
which contribute to the overall goal of optimizing outcomes for patients in pain. 

Global Educational Objectives 
In 2008, Emerging Solutions in Pain will continue to create educational tools, resources and activities that 
support the goals and objectives outlined by the ESP Mission Statement. These global objectives are 
designed to fulfill the educational needs of clinicians, worldwide, who provide care to patients with chronic 
pain, and include the following: 

(1) Educate clinicians on practices, techniques and tools that support safe and effective prescribing 
of opioids 

(2) Increase clinician understanding of best practices associated with minimization of the risk of 
opioid misuse, abuse and addiction 

(3) Develop educational tools and resources that support appropriate risk assessment, effective 
ongoing monitoring programs and documentation strategies for patients who are prescribed 
opioids 

Intended Audience and the Ongoing Need for Awareness Building Activities 
The Emerging Solutions in Pain initiatives were launched in 2005 with the goal of providing education, 
tools and resources to clinicians that support safe and effective prescribing of opioids while minimizing 
the risk potential of opioid misuse, abuse and addiction. These goals, as outlined above, are applicable 
to clinicians worldwide. While clinicians in the United States have access to a plethora of pharmacologic 
agents for treating chronic pain and are able to select from an extensive and diverse array of educational 
tools and resources that support safe and effective prescribing of these agents, this is clearly not the case 
with clinicians in many areas of the world. Thus, the data detailed above supports the critical need for the 
provision of educational tools and resources to an audience of international clinicians; these groups 
include, but are not limited to, the following: 
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(1) International pain specialists, addictionologists and other physicians who are not yet members of 
the ESP website 

(2) Non-physician members of the international pain management community, eg, nurses, physician 
assistants, pharmacists 

(3) International residents and fellows who have an interest in treating pain as part of their studies 

Educational Resources Available to Clinicians Through the Emerging Solutions in Pain Initiatives 
The Emerging Solutions in Pain initiatives are designed to be a broad-based series of programs, tools 
and resources that support safe and effective prescribing of opioids. Included in this series are the 
following: 

• The Emerging Solutions in Pain Tool Kit, which includes practical clinical tools for assessing, 
monitoring and documenting patients with chronic pain who are prescribed opioids 

• The Emerging Solutions in Pain Website, which is a repository for all programs and information 
produced through the ESP initiatives 

• The Emerging Solutions in Pain Accredited Monograph Series, which have addressed diverse 
topics in pain management and addiction medicine 

• The Emerging Solutions in Pain Meet the Experts Exhibit Booth, which has been a key feature of 
the Emerging Solutions in Pain initiatives since the series was launched in February 2005 

The Emerging Solutions in Pain Meet the Experts Exhibit Booth Series 
Since its launch in 2005, the ESP Booth has been exhibited at 18 national association meetings and 
congresses to date, with total exposure to more than 21,000 clinicians across all events, as measured by 
total meeting attendance. The Booth has thus been a key point of education concerning the mission, 
tools and resources of the ESP initiatives, and has been instrumental in recruiting more than 3,000 
members to the ESP website. In addition, more than 2,700 ESP Tool Kits and more than 3,000 ESP 
monographs have been distributed to clinicians through the deployment of the Meet the Experts Booth. 

In addition to its function as a distribution point for key Emerging Solutions in Pain information and 
programs, the ESP Meet the Experts Booth is also a fundamental component in developing an interactive 
community among clinicians involved in the fields of pain management and/or addiction medicine, 
through "The "Doctor Is In" function of the Booth. Through "The Doctor Is In," ESP faculty members are 
present at scheduled times during exhibition hours, with the sole function of interacting with attendees of 
the meeting in an informal, one-on-one session. More than 17 ESP faculty members have successfully 
participated in this activity since the initial deployment of the Booth in February 2005. 

As these figures demonstrate, the Emerging Solutions in Pain Exhibit Booth has been consistently 
successful as a key point of resources and information distribution for clinicians who provide care to 
patients with chronic pain, and who require education concerning safe and effective prescribing of 
opioids. The attendance of the ESP Meet the Experts Booth at the 1ih World Congress on Pain will be 
an important step in the campaign to increase awareness among international clinicians of the tools and 
resources available through the Emerging Solutions in Pain initiatives, with the ultimate goal of supporting 
safe and effective use of opioids for the treatment of chronic pain. 
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The Emerging Solutions in Pain Meet the Experts Exhibit Booth Attendance at the 1itt' 
World Congress on Pain 

Educational Needs Assessment 

Summary 
There is a need for continuing medical education to change and improve practice behaviors of clinicians 
working in pain management and it is recognized and recommended by leading health organizations, 
expert thought leaders in pain medicine, and governing agencies around the world. An opportunity exists 
to fill this obvious need by further educating clinicians with information and supplying them with tools to 
help maximize performance improvements for patient care in the accurate and safe assessment of pain 
and risk of addiction, accurate diagnosis of pain, re-visit monitoring, appropriate and safe analgesic 
prescribing for effective, safe and comprehensive therapeutic management offering potential for improved 
patient outcomes. Emerging Solutions in Pain has successfully developed, produced and implemented a 
significant number of educational activities, tools and resources for clinicians who treat chronic pain. 
Medical Learning Solutions is proposing, in this grant, to present these critical resources, and thereby 
support the need to maximize treatment compliance, contain risk, improve care and affect therapeutic 
outcomes to an international audience of clinicians who treat patients with chronic pain. 

References 
1. Brennan F, Obs D, Carr DB, Cousins M, Fpmanzca F. Pain Management: a fundamental human 

right. Anesth Analg. 2007; 105:205-221. 
2. National Center for Health Statistics. Health, United States, 2006. With Chartbook on Trends in 

the Health of Americans. Hyattsville, MD: 2006. Accessed on August 29, 2007 at: 
http://www. cdc. qovlnchs/data/hus/hus06.pdf 

3. Breivik H, Collett B, et al. Survey of chronic pain in Europe: prevalence, impact on daily life, and 
treatment. Eur J Pain. 2006; 10:287-333. 

4. Medical News Today. Pain/Anesthetic News. Pain Project Aims to Ease Suffering and Save 
Healthcare Dollars in Australia. August 2007. Accessed on August 29, 2007 at: 
http://www. medicalnewstoday. comlarticles/79365.php 

5. Malaysian Association of the Study of Pain. Asia-Pacific Declaration of Chronic Pain Relief 
Backgrounder. 2006. Accessed on August 29, 2007 at: 
http://www. maso. orq. my/index. cfm ?menu id= 19&parentid= 12 

6. Harding R, Higginson IJ. Palliative Care in Sub-Saharan Africa: an appraisal of reported activities, 
evidence and opportunities. Lancet. 2005;365: 1971-1977. 

7. Carr E. Barriers to effective pain management. J Perioper Pract. 2007;17:200-203, 206-208. 
8. Bennett D, Carr D. Opiophobia as a barrier to the treatment of pain. J Pain Palliat Care 

Pharmacother. 2002;16:105-109. 
9. Pain and Policy Studies Group, WHO Collaborating Center for Policy and Communications in 

Cancer Care, University of Wisconsin Comprehensive Cancer Care Center. Opioid Analgesics
Trends, Guidelines, Resources. Prepared for the International Association for the Study of Pain, 
10th World Congress on Pain, San Diego, CA, August 17-22, 2002. Accessed on August 29, 2007 
at: http://www.medsch.wisc.edu/painpolicy/lASPmono.pdf 

10. International Narcotics Control Board. United Nations "Demographic Yearbook." Vienna: 
International Narcotics Control Board, 2005. 

11. James A. Painless human right. Lancet. 1993;342:567-568. 
12. Kleinman A, Benson P. Culture, moral experience and medicine. Mt Sinai J Med. 2006;73:834-839. 
13. Lusher J, Elansder J, Bevan D, Telfer P, Burton B. Analgesic addiction and pseudoaddiction in 

painful chronic illness. Clin J Pain. 2006;22;316-324. 
14. Ballantyne JC, Mao J. Opioid therapy for chronic pain. N Engl J Med. 2003;349:1943-1953. 
15. Ballantyne JC. Opioids for chronic nonterminal pain. South Med J. 2006;99:1245-1255. Review. 

September 14, 2007 Page 8 

Highly Confidential TEVA_MD L_A_ 06760069 

P-29481 _ 00492



07300J.17

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6103 
Fax 215.337.0960 

The Emerging Solutions in Pain Meet the Experts Exhibit Booth Attendance at the 12"' 
World Congress on Pain 

Educational Needs Assessment 

16. Brown WA. Finessing the fine line between pain management and addiction. Appl Neuro. February 
1, 2007. Accessed on August 29, 2007 at: 
http://appneuro/oqv.com/show Article. ihtml?articleld= 197003317 

17. Gilson AM, Maurer MA, Joranson DE. State Medical Board Members' Beliefs About Pain, Addiction, 
and Diversion and Abuse: A Changing Regulatory Environment. J Pain. 2007;8:682-691. 

18. Cunningham CO, Sahler NL, McCoy K, Kunins HV. Attending physicians' and residents' attitudes 
and beliefs about prescribing buprenorphine at an urban teaching hospital. Fam Med. 2006;38:336-
340. 

19. Grahmann PH, Jackson KC 2nd, Lipman AG. Clinician beliefs about opioid use and barriers in 
chronic nonmalignant pain. J Pain Palliat Care Pharmacother. 2004;18:7-28. Erratum in: J Pain 
Palliat Care Pharmacother. 2004;18:145-146. 

20. Buss MK, Lessen OS, Sullivan AM, Von Roenn J, Arnold RM, Block SD. A study of oncology 
fellows' training in end-of-life care. J Support Oncol. 2007;5:237-242. 

21. Schrader SL, Nelson ML, Halbritter S, Eidsness L. South Dakota pain surveys: results from 2001. S 
DJ Med. 2005;58:423-431. 

22. Touchet BK, Yates WR, Coon KA. Opioid contract use is associated with physician training level 
and practice specialty. J Opioid Manag. 2005;1 :195-200. 

23. Ward SE, Goldberg N, Miller-McCauley V, Mueller C, Nolan A, Pawlik-Plank D, Robbins A, 
Stormoen D, Weissman DE. Patient related barriers to management of cancer pain. Pain. 
1993;52:319-324. 

24. Ward SE, Hernandez L. Patient-related barriers to cancer pain management in Puerto Rico. Pain 
1994;58:233-238. 

25. Lin CC, Ward SE. Patient-related barriers to cancer pain management in Taiwan. Cancer Nurs. 
1995;18:16-22. 

26. United Nations International Narcotics Control Board. Economic and Social Council. General 
Segment. Item 14 d. Social and human rights questions- Narcotic drugs. July 25, 2007. Accessed 
on August 14, 2007 at: http://www.incb.org/incb/speeches/ecosoc 07.html 

27. International Association on Pain and Chemical Dependency. Accessed on August 29, 2007 at: 
www.lAPCD.com 

28. 2004 Annual Report of the International Narcotics Control Board Focuses on Relationship between 
Drug Abuse, Crime and Violence at Community Level. Accessed on August 29, 2007 at: 
http://www. incb. orqlincblenlpress release 2004-02-27 1. html 

29. Morrison LJ, Morrison RS. Palliative care and pain management. Med Clin North Am. 2006;90:983-
1004. 

30. Ballantyne JC. Opioid misuse in oncology pain patients. Curr Pain Headache Rep. 2007; 11 :276-
282. 

31. Balousek S, Plane MB, Fleming M. Prevalence of interpersonal abuse in primary care patients 
prescribed opioids for chronic pain. J Gen Intern Med. 2007;22:1268-1273. Epub Jul 20, 2007. 

32. Flugsrud-Breckenridge MR, Gevirtz C, Paul D, Gould HJ 3rd. Medications of abuse in pain 
management. Curr Opin Anaesthesia/. 2007;20:319-324. 

33. Kahan M, Srivastava A, Wilson L, Gourlay D, Midmer D. Misuse of and dependence on opioids: 
study of chronic pain patients. Can Fam Physician. 2006;52:1081-1087. 

34. Malloy DC, Hadjistavropoulos T. The problem of pain management among persons with dementia, 
personhood, and the ontology of relationships. Nurs Phi/os. 2004;5:147-159. 

35. Passik SD, Byers K, Kirsh KL. Empathy and the failure to treat pain. Palliat Support Care. 
2007;5:167-172. 

36. Kirsh KL, Passik SD. Palliative care of the terminally ill drug addict. Cancer Invest. 2006;24:425-
431. 

September 14, 2007 Page 9 

Highly Confidential TEVA_MD L_A_ 06760070 

P-29481 _ 00493



07300J.18

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6103 
Fax 215.337.0960 

The Emerging Solutions in Pain Meet the Experts Exhibit Booth Attendance at the 1t1' 
World Congress on Pain 

Educational Needs Assessment 

37. Robinson CL. Relieving Pain in the Elderly. Health Prog. 2007;88:48-53, 70. 
38. Betancourt JR. Cultural competency: providing quality care to diverse populations. Consult Pharm. 

2006;21 :988-995. 
39. The National Center on Addiction and Substance Abuse, Under the Counter: the diversion and 

abuse of controlled prescription drugs in the U.S. 2005. Accessed January 11, 2007 at: 
http://www.casacolumbia.orq/absolutenmlarticlefilesl380-under the counter - diversion.pdf 

40. Kahan M, Srivastava A, Wilson L, Gourlay D, Midmer D. Opioids for managing chronic non
malignant pain: safe and effective prescribing. Can Fam Physician. 2006;52:1091-1096. 

41. Ives T J, Chelminski PR, Hammett-Stabler CA, Malone RM, Perhac JS, Potisek NM, Shilliday BB, 
DeWalt DA, Pignone MP. Predictors of opioid misuse in patients with chronic pain: a prospective 
cohort study. BMC Health SeN Res. 2006;6:46. 

42. H0jsted J, Sj0gren P. Addiction to opioids in chronic pain patients: a literature review. Eur J Pain. 
2007;11 :490-518. Epub Oct 27, 2006. 

43. Hughes AA, Bogdan GM, Dart RC. Active surveillance of abused and misused prescription opioids 
using poison center data: a pilot study and descriptive comparison. Clin Toxicol (Phi/a). 
2007;45:144-151. 

44. Fields HL. Understanding how opioids contribute to reward and analgesia. Reg Anesth Pain Med. 
2007;32:242-246. 

45. Young D. Scientists examine pain relief and addiction. Am J Health Syst Pharm. 2007;64:796-798. 
46. Denver Health News. RADARS System Releases U.S. Data on Prescription Drug Abuse, Misuse 

and Diversion. 2007. Accessed June 22, 2007 at: 
http://www. radars. org/Portals/1/RADARS%20release 05-22-2007 Complete%20Document 8.pdf 

47. Mooney M, O'Brien F. Developing a plan of care using the Roper, Logan and Tierney model. Br J 
Nurs. 2006;15:887-892. 

48. Loth C, Schippers GM, Hart H, van de Wijngaart G. Enhancing the quality of nursing care in 
methadone substitute clinics using action research: a process evaluation. J Adv Nurs. 2007;57:422-
431. 

49. Gallagher J, O'Gara C, Sessay M, Luty J. Nurse prescribing in addiction services: client benefits. 
Nurs Stand. 2006;20:42-44. 

50. Henwood B, Padgett DK. Reevaluating the self-medication hypothesis among the dually diagnosed. 
Am J Addict. 2007; 16:160-165. 

51. Drug Enforcement Administration (DEA), U.S. Department of Justice. Control of a chemical 
precursor used in the illicit manufacture of fentanyl as a List I chemical. Interim rule with request for 
comments. Fed Regist. 2007;72:20039-20047. 

52. Small D. Fools rush in where angels fear to tread Playing God with Vancouver's Supervised 
Injection Facility in the political borderland. Int J Drug Policy. 2007;18:18-26. Epub Jan 16, 2007. 

53. Manchikanti L. Prescription drug abuse: what is being done to address this new drug epidemic? 
Testimony before the Subcommittee on Criminal Justice, Drug Policy and Human Resources. Pain 
Physician. 2006;9:287-321. 

54. Manchikanti L. National drug control policy and prescription drug abuse: facts and fallacies. Pain 
Physician. 2007; 10:399-424. 

55. WHO Expert Committee on Drug Dependence. WHO Expert Committee on Drug Dependence. 
World Health Organ Tech Rep Ser. 2006;(942):i, 1-21, 23-4 passim. 

September 14, 2007 Page 10 

Highly Confidential TEVA_MDL_A_06760071 

P-29481 _ 00494



07300J.19

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6103 
Fax 215.337.0960 

Program Summary: The Emerging Solutions in Pain Meet the Experts Exhibit Booth 
Attendance at the 12'1' World Congress on Pain 

Program Overview 
As detailed in the Needs Assessment section (pages 3 - 10), pain represents a significant international 
health care crisis, and many international clinicians require education in the safe, effective and 
appropriate use of opioid medications, and in tools, resources and information, which will minimize 
misuse, abuse and addiction of these agents. In addition, significant concern exists in the international 
medical community concerning the addictive potential of opioids, which in many countries deters use of 
these agents. Medical Learning Solutions is therefore proposing to utilize the Emerging Solutions in Pain 
Meet the Experts Booth as an informational and interactive display for educating clinicians who are 
attending the 12'h World Congress on Pain, to be held August 17 - 22, 2008 in Glasgow, Scotland. This 
meeting, which is the triennial meeting of the International Association for the Study of Pain (IASP), will 
be attended by more than 5,000 pain specialists from around the world who share a common interest in 
the appropriate understanding, assessment and treatment of pain. The Emerging Solutions in Pain Meet 
the Experts Booth will represent a new, and much-needed, resource for many international clinicians who 
provide care to patients with chronic pain, or who require education and information in the field of 
addiction medicine as it relates to the safe and effective use of opioids. 

The ESP Meet the Experts Booth will feature an array of interactive resources for clinicians who provide 
care to patients with chronic pain. The Meet the Experts Booth will include, but will not be limited to, the 
following educational activities: 

• A seating area for meeting attendees to interact with Emerging Solutions in Pain clinical experts 

• A distribution center for Emerging Solutions in Pain tools, resources and activities, including: 
o The Emerging Solutions in Pain Tool Kit 
o The Emerging Solutions in Pain Patient Education Companion Tool Kit 
o Accredited monographs in the Emerging Solutions in Pain Monograph Series 

• Kiosks with interactive, multimedia displays 
o Touch-screen access to the Frequently Asked Questions Video Library 
o Full display of the Emerging Solutions in Pain Tool Kit and Patient Education Companion 

Tool Kit 
o Immediate membership registration to Emerging Solutions in Pain 
o Touch-screen access to select video-based clips from the Emerging Solutions in Pain 

website 
■ Ask the Expert questions 
■ Video or audio clinical commentaries 

o Download stations for Emerging Solutions in Pain Podcasts 

• Graphic imagery and multimedia displays that reflect current information in the fields of pain 
management and addiction medicine 

o Lighted graphic panels 
o A plasma screen highlighting important features of the Emerging Solutions in Pain 

initiatives 
o Scrolling tickers with headlines from current pain- and addiction-related news stories 
o A video wall highlighting the history, key objectives and resources available through the 

Emerging Solutions in Pain initiatives 
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Program Summary: The Emerging Solutions in Pain Meet the Experts Exhibit Booth 
Attendance at the 12'h World Congress on Pain 

Intended Audience 
The primary audience of the Emerging Solutions in Pain Meet the Experts Booth will be international 
physicians, pharmacists, nurses and other allied health care professionals who provide care to patients 
with chronic pain and who will attend the 12th World Congress on Pain to be held August 17 - 22, 2008 in 
Glasgow, Scotland. 

Program Objectives 
The purpose of the Emerging Solutions in Pain Meet the Experts Booth is to disseminate information 
concerning the Emerging Solutions in Pain initiative to clinicians practicing in the field of pain 
management, and to educate those clinicians on the assessment and monitoring of pain patients, and on 
good practice management techniques. Clinicians visiting the booth will have opportunities to: 

Format 

(1) Interact with Emerging Solutions in Pain clinical experts in small discussion groups, 
focusing on tools and strategies that will contribute to a proper balance of pain control 
and risk minimization 

(2) View multimedia, interactive programs highlighting the issues associated with 
minimization of misuse, abuse and addiction, the Emerging Solutions in Pain Tool Kit and 
associated case studies 

(3) Utilize interactive survey terminals to allow participants to earn one of the set of five faces 
of pain stress relievers giveaway 

(4) Receive copies of the Emerging Solutions in Pain Tool Kit CD-ROM and other support 
materials, such as the ESP Patient Tool Kit materials and the ESP Accredited 
Monograph collection 

(5) Gain exposure to the resources available at the Emerging Solutions in Pain Website, and 
register as a "member," thereby expediting their ability to access online resources 

The format of the Emerging Solutions in Pain Exhibition Booth Series is an interactive meeting booth, to 
be presented at the 12'" World Congress on Pain. The Meet the Experts Booth will feature live peer-to
peer interactions with Emerging Solutions in Pain clinical experts, as well as interactive, multimedia 
programs that highlight the Emerging Solutions in Pain initiatives. 

Distribution 
Announcement of the Emerging Solutions in Pain Meet the Experts Booth at the 12'h World Congress on 
Pain will be made via direct mail and/or blast email communications to registered meeting attendees and 
members, and via journal and/or banner advertisements. Emerging Solutions in Pain clinical experts and 
Medical Learning Solutions staff members will provide all information at the Booth. 
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Program Summary: The Emerging Solutions in Pain Meet the Experts Exhibit Booth 
Attendance at the 12'h World Congress on Pain 

Request for Sponsor Support 
Medical Leaming Solutions is promoting the Emerging Solutions in Pain Meet the Experts Booth through 
a variety of methods, including direct mail, publication of a multimedia mini-disc, and journal and banner 
advertisements. 

As a supplement to these primary methods, Medical Learning Solutions may request the assistance of 
Cephalon, Inc. sales representatives in the dissemination of information regarding this program to the 
medical community. The content of such information, however, is the responsibility of Medical Learning 
Solutions, and any such distribution will solely as a supplement to MLS' primary methods of 
announcement and promotion. Content developed for this program may also be repurposed as a CE
accredited enduring material and published on the ESP website at a later date. 

Total Budget 
The total budget to fund these activities is $202,006. 
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Emerging Solutions in Pain Exhibit Booth 
IASP Glasgow, Scotland 2008 

Proposed Budget 

Program Parameters 

20'x 20' Ask the Experts Booth 
Scottish Exhibition & Conference Centre - Glasgow, Scotland (August 16 -22, 2008) 

Show Hours: 

August 16, 9:00 am - 8:00 pm (Exhibit Installation) 

August 17, 9:00 am - 8:00 pm (Exhibit Installation) 

August 18, 8:30 am - 5:30 pm 

August 19, 8:30 am - 5:30 pm 

August 20, 8:30 am - 5:30 pm 

August 21, 8:30 am - 5:30 pm 

August 22, 8:30 am - 2:30 pm 

August 22, 3:00 pm - 10:30 pm (Exhibit Dismantle) 

Cost Summary 

One-Time Expenses 

Approximate Total, Direct Expenses 

Total Indirect Expenses 

Subtotal, One-Time Expenses 

Meeting Expenses 

Approximate Total, Direct Expenses 

Total, Indirect Expenses 

Subtotal, Meeting Costs 

$ 

$ 

$ 

$ 

$ 

$ 

5,300 

-

5,300 

129,975 

47,231 

177,206 

Total Cost of the 2008 /ASP Meeting $ 182,506 
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European Electrical Updates 

Graphic Update 

Emerging Solutions in Pain Exhibit Booth 
IASP Glasgow, Scotland 2008 

Proposed Budget 

Detailed Budget Itemization: One-Time Expenses 

Direct Expenses, Approximate 

Production of new graphic to meet ceiling guidelines of convention hall 

Video iPODs for giveaways (one per day, five total) 

Additional faces of pain giveaways 

Subtotal, One-Time Approximate Direct Expenses 

Detailed Budget Itemization: /ASP 20x20 Exhibit 

Direct Expenses, Approximate 

Exhibit space plus liability insurance 

Booth set-up/tear-down 

Includes floor plan, shop prep, installation and dismantling including labor supervision, travel 

AV rental 

Includes rental of 2 computer units, 1 plasma screen, 2 touch screens monitors and all necessary cabling 

AV installation and supervision 
Includes installation of all computer units, plasma screens, switcher units, video wall, audio needs, electrical, 
telecommunication links, etc. 

Booth supplies 

Rental and purchase of booth supplies such as flowers, chairs, cleaning service, waste baskets, etc. 

Shipping of booth to meeting site 

Includes shipping of 20'x20' exhibit property from NJ to Glasgow via ocean container freight and ground carrier to 
include all foreign duties, taxes and customs fees 

Shipping of supplies 

Includes shipping of mini-discs, Tool Kits, giveaways, etc. to meeting site and delivery to booth charges 

Interactive touch screen survey 

Includes development and management of meeting specific electronic survey program, capturing attendee response 
to meeting specific questionnaire 

Booth advertisement 

Advertisement in meeting catalog/publication (full page, 4/c) 

Booth posters, printing 

KOL expenses: two KOL faculty 

Travel: air, hotel, ground, OOP 

Honoraria 

MLS expenses: three MLS staff 

Travel: air, hotel, ground,.OOP 

Exhibitor registration 
Miscellaneous 

Approximate Total, Direct Expenses 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

2,000 

800 

1,500 

1,000 

5,300 

29,675 

24,900 

3,000 

4,600 

800 

34,500 

4,300 

-

3,000 

900 

-
3,000 

18,500 

300 

2,500 

129,975 
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Emerging Solutions in Pain Exhibit Booth 
IASP Glasgow, Scotland 2008 

Proposed Budget 

Detailed Budget Itemization: /ASP 20x20 Exhibit (can't) 
Indirect Expenses 

Project management 

Coordination with conference vendors $ 

Coordination with KOLs for The Doctor is In schedule $ 

Coordination of pre-meeting processes $ 

Coordination of booth advertising and other support materials $ 

Coordination with internal teams $ 

Preparation and coordination of status meetings/updates $ 

Medical/ scientific services 

Development of copy for meeting advertisements $ 

Development of copy for plasma screen loop, other booth support materials $ 

Proofreading $ 

Graphic design / production services 

Adaptation of display graphics for plasma loop and all associated tickers $ 

Typesetting and layout of booth flyers (Doctor Is In, iPod giveaway, survey) $ 

Typesetting and layout of booth lightbox, wing panels $ 

Typesetting and layout of advertisements (direct mail plus meeting catalog) $ 

Coordination with third-party print vendors $ 

Conference management services 

Management of pre-meeting booth set-up $ 

Management of post-meeting booth tear-down $ 

Staffing of booth during meeting $ 

Coordination with KOLs during meeting $ 

Administrative and accounting fees $ 

Total, Indirect Expenses $ 

1,800 

2,700 

6,150 

1,800 

1,950 

600 

450 

1,050 

1,000 

2,000 

750 

750 

1,000 

500 

3,000 

2,250 

14,490 

1,950 

3,041 

47,231 
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Appendix A: Medical Learning Solutions Faculty Advisory Board 

David B. Brushwood, RPh, JD 
Professor, Department of Pharmacy Health Care Administration 
University of Florida 
Gainesville, Florida 

Jennifer Bolen, JD 
Founder, The Legal Side of Pain 
A Division of the J. Bolen Group, LLC 
Knoxville, Tennessee 

Doug Gourlay, MD, FRCPC, FASAM 
Director, Pain and Chemical Dependency 
Wasser Pain Management Centre 
Mount Sinai Hospital 
Toronto, Ontario, Canada 

Howard A. Heit, MD, FACP, FASAM 
Board Certified in Internal Medicine and Gastroenterology/Hepatology 
Certified in Addiction Medicine and as a Medical Review Officer 
Chronic Pain Specialist 
Assistant Clinical Professor 
Georgetown University 

Steven Passik, PhD 
Associate Attending Psychologist, Memorial Sloan-Kettering Cancer Center 
Associate Professor of Psychiatry, Weill College of Cornell Medical Center, 
New York, New York 

Joseph Shurman, MD 
Chairman, Pain Management 
Scripps Memorial Hospital 
La Jolla, California 

Jennifer M. Strickland, PharmD, BCPS 
Pain Management and Palliative Care Specialist 
Lakeland Regional Medical Center 
Lakeland, Florida 
Assistant Clinical Professor 
University of Florida College of Pharmacy 
Gainesville, Florida 

April Hazard Vallerand, PhD, RN, FAAN 
Associate Professor 
College of Nursing 
Wayne State University 
Detroit, Michigan 

Lynn R. Webster, MD, FACPM, FASAM 
Medical Director 
Lifetree Clinical Research and Pain Clinic 
Salt Lake City, Utah 
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Appendix B: Medical Learning Solutions Disclosure Policy 

Purpose of the MLS Disclosure Policy 
The policy on disclosure exists to provide guidance for staff, faculty and joinUco-sponsors of the 
requirement to disclose specific information to participants in order to comply with the following standards 
for all activities sponsored by Medical Learning Solutions. 

• ACCME's 2004 Updated Standards for Commercial Support 
• ACPE's Criteria for Quality and Interpretive Guidelines 
• California Board of Registered Nursing Standards and Guidelines 

This disclosure policy includes identification and disclosure of the following: 

• Sponsor financial relationships 
• Faculty and family/significant others financial relationships 
• Discussion of unlabeled or unapproved uses of drugs and devices 

As a joint sponsor of continuing education programs, Medical Learning Solutions is required to collect 
information from individuals who have an opportunity to affect the CE content about products or services 
of a commercial interest with which he/she has a financial relationship to allow a determination to be 
made as to whether that relationship may constitute a conflict of interest that must be resolved. 

The Medical Learning Solutions Disclosure Policy 
1. Disclosure documents must be completed by anyone involved in planning or presenting educational 

content at CE programs approved for CME/CPE/CNE inclusive of the MLS advisory committee 
members, clinical content reviewers and identified faculty members. 

2. Medical Learning Solutions requires all those in a position to control content to provide specific 
information to CE participants. 

3. Medical Learning Solutions requires faculty to provide specific information to CE participants. 
Disclosure is required in two areas: 
• Financial Relationships 

Faculty must disclose any significant relationship between themselves/significant others and (a) 
the commercial supporter(s) of the program, and (b) the manufacturer of any product discussed in 
the CE program or related to the topic of the event. Information reported shall include financial 
relationships in place over the preceding twelve-month period. If the faculty has nothing to report, 
that information must be indicated. 

• Discussion of Unlabeled Use 
Faculty must disclose in writing and communicate in writing through course materials, that a 
product is not labeled for the use under discussion or that the product is still investigational and 
not approved fur use in the United States. 

4. Faculty members are required to complete the Faculty Disclosure Forms, and Attestation Forms as 
required by the accredited provider of each activity, prior to the program development process. 

• Required forms attached as provided by MLS' accrediting partner, MediCom Worldwide, Inc. 

5. Disclosure Forms must be completed and returned to MLS prior to content development. Faculty 
refusing to disclose may not participate as a speaker for program in which disclosure was not 
obtained. 
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6103 
Fax 215.337.0960 

Appendix B: Medical Learning Solutions Disclosure Policy 

6. Potential conflicts of interest disclosed will be reviewed by MLS and must be resolved prior to the 
educational activity. 

7. Once a conflict is identified, a content validation process is initiated to ensure that the content or 
format of the CE activity and related materials will promote improvements or quality in health care 
and not promote a specific proprietary business interest of a commercial interest. 

8. MLS conducts an unbiased review of all planned content for activities certified for credit to resolve 
any actual or perceived conflict of interest that exists. 

9. Faculty must disclose to participants prior to the start of the educational activity the existence of 
significant situations where a direct commercial support relationship exists with the educational 
activity. 

10. MLS discloses the following information to learners: 1) the name of the individual, 2) the name of the 
commercial interest(s), and 3) the nature of the relationship the individual has with the commercial 
interest. MLS also discloses to learners the name(s) of commercial interests supporting each CE 
activity. 

11. Faculty disclosures will be documented and available to all participants via written participant 
handout information i.e.; syllabi, introductory slides, workbooks. 

• Disclosure will be made available to audience at the start of each activity. 

12. Faculty must also disclose prior to the start of the educational activity if no significant financial 
relationships exist. 

13. If faculty members present at multiple independent educational activities, a separate disclosure form 
is required for each activity. 

14. Implementation: 
All internal content review staff and outside external expert reviewers and faculty will complete a 
Financial Disclosure Form that contains the following information: 

• The form shall note the title and date of the activity, as well as the name(s) of the commercial 
supporter(s) associated with the activity. 

• The form shall solicit information about the financial relationship(s) of the reviewer, faculty 
member, his/her immediate family member or significant other has with any commercial 
supporter, as well as manufacturers of products associated with the activity or related to the 
topic of the activity. 

• If no relationship exists, there shall be a box to check to that effect. 
• The form shall solicit information from the faculty member as to plan to address off-label 

discussion or investigational use of a drug in his/her presentation. 

15. Timeline for disclosure of financial relationships: 
• Internal reviewer will complete the disclosure form upon employment. 
• External experts will complete the disclosure form at the time a relationship with MLS has 

been identified. 
• Presenting faculty will be asked to sign a disclosure form at the time of invitation to participate 

in a planned program. 
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FACULTY DISCLOSURE FORM 

WORLDWIOE,INC. 

"'o ... 
-0 

"' ;; 
~ 

~ .. ~ 

As a CE provider accredited by the Accreditation Council for Continuing Medical Education (ACCME) and approved by 
the Accreditation Council for Pharmacy Education (ACPE), and the California Board of Registered Nursing, MediCom 
Worldwide, Inc. must ensure balance, independence, transparency, objectivity, and scientific rigor in all sponsored 
educational activities. Faculty participating in a sponsored activity are expected to (1) disclose to the audience any 
financial relationship with the manufacturer(s) of any commercial product(s) and/or provider(s) of commercial services, 
and/or with any commercial supporters of the activity and (2) assist in resolving any conflict of interest that may arise 

from the relationship. The intent of this disclosure is not to prevent a presenter with a financial or other relationship from making a 
presentation, but rather to provide learners with information on which they can make their own judgments. It remains for the audience 
to determine whether the speakers' interests or relationships may influence the presentation. In addition, MediCom Worldwide, Inc. 
presenters must make a meaningful disclosure to the audience of their discussions of unlabeled or unapproved drugs or devices. 
All MediCom Worldwide, Inc. faculty are required to provide disclosure as a condition of participation. 

Title of Presentation: 

Faculty Member's Name: 

Check all that apply: 

D I have no relationship(s) to disclose 

D I, the undersigned, have a financial arrangement or affiliation with a corporate organization offering financial support 
or grant monies for, or related to, this activity 

D I, the undersigned, have a financial relationship with a manufacturer of a product or device discussed in my 
presentation at this continuing education activity 

D I have a spouse or partner who has a financial relationship with a corporate organization offering financial 
support or grant monies, and/or with a manufacturer of a product or device 

* It is not a requirement to disclose honoraria received for a participation in a CE activity * 

Commercial Interest 
*Nature of Relevant Financial Relationship Suggestions for Resolving 

What was received? For what role? Conflicts of Interest 

Example terminology: 
(Please attach a separate sheet of necessary) 

What was received: Salary, royalty, intellectual property rights, consulting fee, non-CE activity honoraria, ownership interest (e.g., stocks, stock options 
or other ownership interest, excluding diversified mutual funds), or other financial benefit. 

Role(s): Employment, management position, independent contractor (including contracted research), consulting, speaking and teaching, membership on 
advisory committees or review panels, board membership, and other activities (please specify). 

Suggestions for resolving conflicts of interest (COi): In addition to the MediCom Worldwide, Inc. peer review process for resolving COi, other 
examples include altering the control of the content of a CE activity by (1) choosing someone else to control that part of the content; (2) change the focus 
of the CE activity; (3) change the content of the person's assignment; (4) limit the content to a report without recommendations; and (5) limit the source 
for recommendations. *There is no set dollar amount for a financial relationship to be significant. Inherent in any amount received is the incentive to 
maintain or increase the value of the relationship with a commercial entity or manufacturer of a product or devise. Therefore, any amount received 
within the past 12 months must be disclosed. 

D I intend to reference unlabeled uses of drugs or products in my presentation, and will disclose this to the audience 
(specify drug(s) or product(s)): 

D I intend to reference investigational/unapproved uses of drugs or products in my presentation, and will disclose 
this to the audience (specify drug(s) or product(s)): 

D I agree to the Terms and Conditions 

Signature ________________________ _ Date ___________ _ 

Revised 06/2006 
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TERMS AND CONDITIONS 

By signing this form, the undersigned speaker/author understands and accepts the following rules as required by 

MediCom Worldwide, Inc., the Essential Areas and Policies of the ACCME, and the rules of the American 

Medical Association: 

1. Disclosure. Speakers/authors must complete and submit a Faculty Disclosure Form prior to the 

presentation, and that Faculty Disclosure Form shall be complete and truthful to the best of the 

speakers' knowledge. Speakers/authors are required to disclose any financial relationship they may 

have with any product or class of products they discuss in an educational activity. The resolution 

of conflict of interest will assist the learners in assessing the potential for influence in information 

that is presented. 

2. Fair-Balance. Speakers/authors are required to prepare fair and balanced presentations, which are 

objective and scientifically rigorous. 

3. Transparency. Speakers/authors are required to disclosure any financial relationship that will assist 

the learners in assessing the potential for influence in information that is presented. 

4. Unlabeled and Unapproved Uses. Presentations that provide information in whole or 

in part related to non-FDA approved uses for drug products and/or devices must clearly acknowledge 

the unlabeled indications or the investigative nature of their proposed uses to the audience. Speakers 

who plan to discuss non-FDA approved uses for commercial products and/or devices must advise 

MediCom Worldwide, Inc. of their intent. 

5. Use of Generic versus Trade Names. Presenters should use scientific or generic names in referring 

to products in their lectures or enduring materials. Should it be necessary to use a trade name, then 

the trade names of all similar products or those within a class should be used. 

6. Commercial Supporter Influence. Faculty are not permitted to receive any direct remuneration or 

gifts from the commercial supporter(s) of this activity, nor should they be subject to direct input from a 

commercial supporter regarding the content of their presentation. 

Revised 06/2006 
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DISCLOSURE 

Please indicate your understanding of and willingness to comply with each statement below. If you have any 
questions regarding your ability to comply, please contact the activity coordinator as soon as possible. 

Agree Disagree 

□ □ 

□ □ 

□ □ 

□ □ 

Agree Disagree 

□ □ 

□ □ 

□ □ 

□ □ 

□ □ 

□ □ 

NIA 

□ 

□ 

□ 

□ 

□ 

□ 

I have disclosed to MediCom Worldwide, Inc. all relevant financial relationships, 
and I will disclose this information to learners verbally (for live activities) and in print. 

The content and/or presentation of the information with which I am involved will 
promote quality or improvements in health care and will not promote a specific 
proprietary business interest or a commercial interest. Content for this activity, 
including any presentation of therapeutic options, will be well-balanced, 
evidence-based and unbiased. 

I have not and will not accept any honoraria, additional payments or 
reimbursements beyond that which has been agreed upon directly with 
MediCom Worldwide, Inc. 

I understand that MediCom Worldwide, Inc. will need to review my presentation 
and/or content prior to the activity, and I will provide educational content and 
resources in advance as requested. 

If I am presenting at a live event, I understand that a CE monitor will be 
attending the event to ensure that my presentation is educational, and not 
promotional, in nature. 

If I am providing recommendations involving clinical medicine, they will be 
based on evidence that is accepted within the profession of medicine as 
adequate justification for their indications and contraindications in the care of 
patients. All scientific research referred to, reported or used in CE in support 
of justification of a patient care recommendation will conform to the generally 
accepted standards of experimental design, data collection and analysis. 

If I am discussing specific health care products or services, I will use generic 
names to the extent possible. If I need to use trade names, I will use trade 
names from several companies when available, and not just trade names from 
any single company. 

If I am discussing any product use that is off label, I will disclose that the use 
or indication in question is not currently approved by the FDA for labeling 
or advertising. 

If I have been trained or utilized by a commercial entity or its agent as a 
speaker (e.g., speaker's bureau) for any commercial interest, the promotional 
aspects of that presentation will not be included in any way with this activity. 

If I am presenting research funded by a commercial company, the information 
presented will be based on generally accepted scientific principles and 
methods, and will not promote the commercial interest of the funding company. 

I have carefully read and considered each item in this form, and have 
completed It to the best of my ability. 

Signature Date 

Please return these three pages to Christine Mettille via fax at 215-337-0959, or mail to her attention at 
MediCom Worldwide, Inc., 101 Washington Street, Morrisville, PA 19067. Please call Christine with any questions 

Revised 06/2006 
at 215-337-9991 or via email at cmettille@medicaled.com. 3 
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6103 
Fax 215.337.0960 

Appendix C: Medical Learning Solutions 
Policy Concerning Content Without Commercial Bias 

Purpose of the MLS Policy Concerning Content Without Commercial Bias 

The policy on Content Without Commercial Bias exists to establish criteria, policy and process of 
implementation of content standards of CE activities in accordance with the ACCME Standard for 
Commercial Support; Content and Format without Commercial Bias, and the content requirements of the 
ACPE and California Board of Registered Nursing. 

The Medical Learning Solutions Policy Concerning Content Without Commercial 
Bias 

1. Medical Learning Solutions must review the planned content of a CE activity to be certified by 
MediCom Worldwide, Inc., or other third party accredited provider, and demonstrate in 
documentation that the content or format of a CE activity adheres to the following criteria: 

a. Presentations and/or its related materials must promote improvements or quality in health care 
and not a specific proprietary business interest of a commercial interest. 

b. Presentations and/or its related materials must give a balanced view of therapeutic options. 
c. Use of generic names within the body of the presentation or its related materials is required. 

1) Related presentation materials may contain trade names for all generic products 
contained within the presentation that are from several companies, as available. 

2. All content from CE activities will undergo content validation process. 
• Content must conform to the generally accepted standards of experimental design, data 

collection and analysis. 
• Faculty must attest to MLS that the presentation content or content of its related materials 

promote improvement or quality in health care and not a specific proprietary business interest 
of a commercial interest. 

• Faculty must attest to MLS that the presentation gives a balanced view of therapeutic options. 
• MLS' internal and external reviewers must evaluate and attest that faculty presentation and its 

related materials promote improvements or quality in health care and not a specific proprietary 
business interest of a commercial interest. 

• Internal and external content reviewers must evaluate and attest that the presentation gives a 
balanced view of therapeutic options. 

3. Activities are not eligible for certification if the content and/or format promote recommendations, 
treatments or manners of practicing medicine that are not within the definition of CME or are known 
to have risks or dangers that outweigh the benefits or are known to be ineffective in the treatment of 
patients. Activities that offer recommendation, treatments or practice manners outside of the 
definition of continuing pharmacy or nursing education, or that have risks or dangers that outweigh 
the benefits or are known to be ineffective are not eligible for certification. 

4. CE activities must be developed and presented utilizing the principles of adult learning, which 
includes thorough assessment of learners' needs and focus on participant involvement in the learning 
process. 

5. Faculty selected to participate must be demonstrated thought leaders in the topic of the CE activity 
and must have demonstrated skill in providing education to adult learners. Faculty should hold 
advanced degrees in their area of specialty, and should be active in research or patient care within 
an academic or clinical setting. Faculty may not be employees of the commercial supporter of an 
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101 Washington Street 
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Appendix C: Medical Learning Solutions 
Policy Concerning Content Without Commercial Bias 

educational activity, regardless of qualification. Faculty will be asked to provide their qualifications 
and educational background to activity planners for review. Faculty will be advised of content 
requirements in their faculty letters. 

6. MLS may solicit the review by an expert reviewer; members of the Medical Learning Solutions 
advisory committee provide oversight of MLS' program planning and design. A member of the 
advisory committee may be asked to provide content review for selected MLS activities. Whenever 
possible, advisory committee members are asked to review activities that fall within their area of 
clinical expertise. 

7. The clinical pharmacy consultant provides oversight and review of program planning, design and in
depth content review of each activity, and verifies that the proposed amounts of pharmacology hours 
and content are appropriate for pharmacy credit. 

8. The executive director will give final approval for the activity content and appropriate crediUcontact 
hour designation, indicating that the content is deemed valid and within the criteria as stated in this 
policy. This form will be signed by the executive director. This is contained in the CE planning 
document. 

9. Evidence of valid content will be placed in the activity file under planning. 
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Appendix D: Medical Learning Solutions 
Policy on Faculty and Speaker Selection 

Purpose of the MLS Policy on Faculty and Speaker Selection 

The policy on Faculty and Speaker Selection exists to establish guidelines for the determination of 
qualitative and quantitative considerations in the faculty selection process. 

The Medical Learning Solutions Policy on Faculty and Speaker Selection 

Qualitative Considerations 
Faculty selected to participate must be demonstrated thought leaders in the topic of the CE activity and 
must have demonstrated skill in providing education to adult learners. Faculty should hold advanced 
degrees in their area of specialty, and should be active in research or patient care within an academic or 
clinical setting. Faculty may not be employees of the commercial supporter of an educational activity, 
regardless of qualifications. Faculty will be asked to provide their qualifications and educational 
background to MLS for review. Faculty will be advised of content requirements in their faculty letters sent 
by MLS. 

1. Faculty must attest to MLS that the presentation content or content of its related materials 
promote improvement or quality in healthcare and not a specific proprietary business interest of a 
commercial interest. 
• Faculty must attest to MLS that the presentation gives a balanced view of therapeutic options. 
• MLS' internal and external reviewers must evaluate and attest that faculty presentation and its related 

materials promote improvements or quality in healthcare and not a specific proprietary business interest 
of a commercial interest. 

• CE activities must be developed and presented utilizing the principles of adult learning, which includes 
thorough assessment of learners' needs and focus on participant involvement in the learning process. 

2. Upon selection and approval of the faculty, a letter of guidance is written to the faculty outlining 
the expectations. 

3. Each faculty member must submit a CV for review. 

4. Each faculty member must complete and sign a disclosure form and attestation form. 

5. Those faculty members who do not complete required disclosure information will not be permitted 
to participate in the activity as planned. 

6. The executive director or designee will communicate directly with faculty, providing each faculty 
member with written information related to objectives of the program. 

7. The executive director or designee will provide technical assistance necessary to prepare 
materials for presentation. 

Determination of Number of Faculty Required Per Planned Activity 
1. An appropriate number of qualified faculty members shall be utilized for each continuing 

education program 

2. The executive director will be responsible for determination of number of faculty required for each 
program. Determination will be based on number of topics, depth of subject matter and 
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Appendix D: Medical Learning Solutions 
Policy on Faculty and Speaker Selection 

anticipated duration of 
the program. 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.6103 
Fax 215.337.0960 

3. MLS will strive to maintain a ratio of at least one faculty member per every one hour of formal 
didactic lecture. 

Program Evaluation 
1. A program evaluation form is developed for each activity, which is intended to solicit participant's 

assessment of faculty effectiveness. 

2. Evaluation forms are distributed to participants at the end of each activity. Each participant is 
required to complete the form as designed, as well as provide any written feedback or comments 
regarding program. 

3. A formal summary report is completed following each program or program series. This report 
compiles the results of the evaluation form as well as narrative comments from participants. 

4. A designated member of the CE staff will directly monitor each educational activity. 
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Fentora/ACTIQ RiskMAP 
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FENTORA Risk Management Program 

Provider is aware that FENTORA TM (fentanyl buccal tablet) [C-11) was approved 
subject to a Risk Minimization Action Plan (RiskMAP). The RiskMAP includes 
key safety messages that are essential to the safe use of this product. They are: 

• FENTORA is indicated for the management of breakthrough pain in 
patients with cancer who are already receiving and who are tolerant to 
opioid therapy for their underlying persistent cancer pain. 

• FENTORA is contraindicated in the management of acute or postoperative 
pain, because life-threatening hypoventilation could occur at any dose in 
patients not taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 
• No misuse of FENTORA should occur. 
• Unintended (accidental) exposure to FENTORA should not occur. 
• Patients considered opioid tolerant are those who are taking at least 60 

mg oral morphine/day, at least 25 mcg of transdermal fentanyl/hour, at 
least 30 mg of oxycodone daily, at least 8 mg of oral hydromorphone daily 
or an equianalgesic dose of another opioid for a week or longer. 

• Instruct patients/caregivers that FENTORA can be fatal to a child. Keep 
all units away from children and discard properly. 

• FENTORA is intended to be used only in the care of opioid tolerant cancer 
patients and only by healthcare professionals who are knowledgeable of 
and skilled in the use of Schedule II opioids to treat cancer pain. 

ACTIQ Risk Management Program 

Provider is aware that ACTIQ® (oral transmucosal fentanyl citrate) [C-11) was 
approved subject to a Risk Management Program (RMP). The RMP includes 
key safety messages that are essential to the safe use of this product. They are: 

Highly Confidential 

• ACTIQ is indicated only for the management of breakthrough cancer pain 
in patients with malignancies who are already receiving and who are 
tolerant to opioid therapy for their underlying persistent cancer pain. 

• ACTIQ is contraindicated in the management of acute or postoperative 
pain, because life-threatening hypoventilation could occur at any dose in 
patients not taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 
• Patients considered opioid tolerant are those who are taking at least 60 

mg Morphine/day, 50 mcg transdermal fentanyl/hour, or an equianalgesic 
dose of another opioid for a week or longer. 

• Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep all 
units from children and discard properly. 

• ACTIQ is intended to be used only in the care of cancer patients and only 
by oncologists and pain specialists who are knowledgeable of and skilled 
in the use of Schedule 11 opioids to treat cancer pain. 
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INDEPENDENT EDUCATIONAL PROGRAM GRANT AGREEMENT 

Cephalon, Inc. 

41 Moores Road 

P.O. Box 4011 

Frazer, PA 19355 

Phone 610-344-02D0 

Fax 610-344-0065 

This Agreement is entered into as of this 2nd day of May, 2008, by and between 
Cephalon ("Cephalon"), located at 41 Moores Road, Post Office Box 4011, Frazer, PA 
19355, and MediCom Worldwide, Inc. ("Provider") located at 101 Washington Street, 
Morrisville, PA 19067 and Medical Learning Solutions ("Educational Partner") located at 
101 Washington Street, Morrisville, PA 19067. 

WHEREAS, Cephalon has reviewed Provider's grant request to support a 
medical education program ("Program"); and 

WHEREAS, Cephalon has determined that the Program has the potential to 
address educational gaps and improve patient care; and 

WHEREAS, it is the intent of the parties to ensure that the Program will be 
independent, objective, balanced, scientifically rigorous, and have reasonable 
expectations of meeting its educational objectives so that it will not be viewed by the 
United States Food and Drug Administration ("FDA") as promotional and that Cephalon 
will not be viewed as responsible for its content; and 

WHEREAS, Cephalon agrees to provide funding for the Program under the 
conditions set forth below. 

NOW THEREFORE, Provider and Cephalon agree to the following terms under 
this Agreement: 

Highly Confidential 

1. Title of Program. The Educational Program is entitled "2008 Emerging Solut.ions 
in Pain Lecture in Conjunction with AAPM 2008", and a copy of the grant request 
for the Program is attached hereto as Exhibit A. 

2. Type of Program. The Program is: 

IZI accredited (e.g., continuing medical education or "CME"); or 
D an independent program where CE credits will not be offered. 

3. Educational Partner. The Provider IZI shall D shall not use a third party that will 
provide assistance in support of the Program ("Educational Partner"). The name 
of the Educational Partner is Medical Learning Solutions. 

4. Educational Components. The expected components of the Program (e.g., 
number of live meetings, CD ROM, web-based, etc.) are as follows: 

(a) Live Symposium; 
(b) Streaming Video Enduring Material Adaptation; 
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5. Program Purpose. The Program is for scientific and educational purposes only, 
and is based on established bona fide and independently verifiable patient and/or 
practitioner needs or gaps in healthcare performance, and is not intended to 
promote a Cephalon product, directly or indirectly. The Program is not a repeat 
performance of a prior program. 

6. Grant Amount Funding Arrangements. 

(a) Cephalon will provide support for the Program by means of an 
educational grant in the total amount of $350,423, as set forth in the 
budget attached hereto, or a pro rata amount based on the actual work 
performed and expenses incurred by Provider in accordance with the 
Budget. If the Program is canceled or terminated prior to completion, 
Provider shall return the grant, or any unused portion thereof, to 
Cephalon within thirty (30) days of such termination or cancellation. 
Provider shall have full responsibility for all funding arrangements of the 
Program, including any funding to be provided to its Educational Partner. 
Payment terms of the grant shall be made in accordance with any 
schedule/criteria provided in the Budget. 

(b) Within ninety (90) days of completion of the Program, Provider shall 
provide Cephalon with a detailed reconciliation of actual expenses 
incurred, and to the extent Cephalon has overpaid Provider for same, 
Provider shall provide a refund to Cephalon within thirty (30) days 
thereafter. Such detailed reconciliation shall be forwarded to Cephalon at 
the address above to the attention of Bhaval Shah Bell, Associate 
Director, Medical Education. 

(c) Provider may not use funds provided by Cephalon to pay travel, lodging, 
honoraria or personal expenses for non-faculty attendees. Grant funds 
may be used to reduce the overall registration fees for attendees. Grant 
funds may not be used to purchase capital equipment or to provide 
general operational support for an institution. Funds for hospitality shall 
not be provided, except that funds may be used for modest meals or 
receptions that are held as part of the Program, but such events shall not 
compete with, nor take precedence over, educational events. The 
appropriateness of any reception shall be at the sole discretion of the 
Provider, and Provider shall have final decision-making authority in 
connection with any such activities. 

(d) Funds may be used by the Provider to permit medical students, residents, 
fellows or other health care professionals in training to travel to and 
attend the Program; provided, however, that the selection of such 
students, residents or fellows who receive funds is made by either the 
academic or training institution, or, if by the Provider, such selection shall 
be made with the full concurrence of the academic or training institution. 
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7. Objectivity and Balance. Provider shall retain full responsibility for control of the 
content of the Program and shall ensure that the following requirements are met: 

(a) The Program material/information will be objective, balanced and free 
from commercial bias. All topics shall be treated in an impartial, unbiased 
manner. All discussions shall include a range of views about each class 
of drug and disease treatment options. Information shall not unfairly 
represent a spectrum of views favoring a product or class of products 
marketed by Cephalon or any other company. The title of the Program 
will fairly and accurately represent the scope of the presentation. 

(b) Provider agrees that neither Cephalon nor its agents shall control the 
content of the Program. Provider agrees that there will be no scripting, 
targeting of points for emphasis, or other activities by Cephalon or its 
agents that are designed to influence the content of the Program. 
Cephalon personnel will not attend content development meetings unless 
requested in writing by the Provider or the Educational Partner make 
presentations of disease data and/or Cephalon product data to faculty. In 
this instance, Cephalon personnel may stay only for this portion of the 
meeting, and the accredited provider must be in attendance. 

(c) If requested, in writing, by the Provider or Educational Partner, Cephalon 
Medical personnel may also provide written material on a Cephalon 
product or compound in development, such as specific product data, 
manuscripts, posters, product labels and other scientific material ( not in 
slide format) in accordance with internal corporate guidelines based on 
the level of information that is acceptable to disclose. 

(d) Cephalon shall not review the Program for medical accuracy or 
completeness and the Provider and/or Educational Partner (if any) agree 
that they will not make such a request of Cephalon. 

(e) If a product marketed by Cephalon is the subject of discussion, the data 
will be objectively selected and presented, with an accurate reflection of 
favorable and unfavorable information about the product and shall also 
include a balanced discussion of prevailing information on alternative 
products and /or therapies. 

(f) Any suggestions of superiority of one product or treatment over another 
will be supported by the body of available data and will not result from 
selective presentation or emphasis on data favorable to a particular 
treatment. 

(g) Provider represents that neither it nor the Educational Partner (if any) has 
either an open complaint or decision from the Accreditation Council for 
Continuing Medical Education ("ACCME") or the FDA that a program 
provided by the Provider or the Educational Partner failed to meet 
standards of independence, balance, objectivity, or scientific rigor. 
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8. Risk Minimization Action Plan. Cephalon provides the following Risk 
Minimization Action Plan ("RiskMAP") information to all Providers. Neither 
Cephalon nor its agents shall influence or control whether a product marketed by 
Cephalon is the subject of discussion. A RiskMAP is a strategic safety program 
designed to meet specific goals and objectives in minimizing known risks of a 
product while preserving its benefits. Any product marketed by Cephalon that is 
approved with a RiskMAP, and the key safety-related health outcomes outlined in 
that RiskMAP, are listed in Exhibit B. Provider agrees that it is aware of the 
RiskMAP(s) and the key safety messages. 

9. No Faculty Selection. Provider shall retain full responsibility for the selection of 
the presenters, authors, moderators, and/or other faculty (hereinafter referred to 
collectively as "Faculty"). Provider and/or Educational Partner (if any) shall not 
request recommendations for Faculty from Cephalon 

10. Disclosures. Provider will ensure meaningful disclosure of limitations of data 
(e.g., ongoing research, interim analyses, preliminary data, or unsupported 
opinion). Provider will require that Faculty disclose when a product is not 
approved in the United States for the use under discussion. 

11. Question and Answer Session. To the extent the Program is a presentation, 
Provider will ensure meaningful opportunities for questioning by the audience. 

12. Financial Relationships. Provider will ensure meaningful disclosure to the 
audience of Cephalon funding and any significant relationship between individual 
Faculty and Cephalon. All meaningful disclosure(s) shall also be made in any 
written materials, including, but not limited to, announcements, brochures, syllabi 
and enduring material. Disclosures shall not mention product trade names. 

13. Representations and Warranties. Provider represents that: 

(a) Neither it nor the Educational Partner, if any, provides marketing, 
advertising, public relations, market research, medical education services 
or other consulting services (e.g., support for advisory boards) to any 
other department within Cephalon ("Marketing Activities"); 

(b) If Provider or the Educational Partner has an affiliated company that 
provides Marketing Activities to Cephalon, Provider has instituted 
appropriate controls and safeguards to ensure the Program (i) remains 
independent, objective, balanced and scientifically rigorous, (ii) is not 
intended to promote a Cephalon product, directly or indirectly, and {iii) is 
not in any way biased due to the affliated company's relationship with 
Cephalon; 

(c) Provider has determined that it is appropriate to use the Educational 
Partner in light of the requirements under this Agreement; and 

( d) If Provider or its Educational Partner employs a former Cephalon 
employee who worked at Cephalon at anytime during the most recent 
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year and who had marketing responsibility in the therapeutic area that will 
be covered by the Program, then that former employee will not have any 
role in the planning, development or delivery of the Program. 

14. Invitations/Enduring Materials. The Program audience will be selected by the 
Provider. The Provider shall be responsible for distributing materials about the 
Program, including invitations, reminder notices, and business reply cards that 
can be used by third parties to obtain any enduring Program material from the 
Provider. 

15. Ancillary Promotional Activities. To the extent the Program is a live presentation, 
no promotional activities or product advertisements will be permitted in the same 
room as, or in an obligate path to, the Program. If the Program is a 
teleconference or webcast, no product advertisements or promotional activities 
will be permitted immediately prior to, during, or immediately after the delivery of 
the Program. If the Program is in print format, no product advertisements or 
promotional materials will be interleaved within the pages of the Program. If the 
Program is made available electronically, no product advertisements or 
promotional materials will appear within the Program material or interleaved 
between computer windows or screens of the Program, all as stipulated in 
ACCME Guidelines. 

16. Compliance with Guidelines. Provider represents that the Program, including 
development of the Program and Program materials, shall conform to the 
American Medical Association ("AMA") Guidelines on Gifts to Physicians, the 
AMA Ethical Opinion on Continuing Medical Education, the ACCME Standards 
for Commercial Support, the FDA December 3, 1997 Final Guidance for Industry
Supported Scientific and Educational Activities, and the Pharmaceutical 
Research and Manufacturers Association ("PhRMA") Code on Interactions with 
Healthcare Professionals. 

17. Logistical Status Reports. Provider and/or Educational Partner shall provide 
periodic reports to Cephalon regarding the management and logistics of Program 
components. 

18. Miscellaneous. 

(a) No party shall use the other party's or its affiliates' name or trademarks for 
publicity or advertising purposes, except with the prior written consent of 
the other party. 

(b) Provider agrees to obtain all consents, authorizations, approvals and 
releases that may be necessary for the production of the Program and of 
any written materials prepared in connection therewith. 

(c) No term, condition or other provision of any attachment or addendum to 
this Agreement shall supersede any term, condition or other provision of 
this Agreement, and with respect to any inconsistency or ambiguity, the 
Agreement shall control. 
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IN WITNESS WHEREOF, the parties, by their duly authorized representatives, 
agree to comply with all the terms and conditions of this Agreement. 

By:---¥->,...1.--1c.....L..L.--+----"-'~~~""-=----

Na me: Lesley Russell, MB, Ch.B., MRCP 

Title: Executive Vice President 

Worldwide Med. & Reg. Operations 

Date: ~l. IOI 

Highly Confidential 
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MEDICOM WORLDWIDE, INC. 

By~~ 
Nam~PrN~ 

Title: f RESI iJe-N r 
The above signatory is a duly authorized 
corporate officer of tpe IEP Provider. 

Date: 5- /-1,...0 ~ 
TaxlD#:~3 80~ 373g-

MEDICAL LEARNING SOLUTIONS 

w~~, 
Name: J N/Y( L 6avmg/, I. 
Title: frU1t{,uJ-
The above signatory is a duly authorized 
corporate officer of the Educational Partner. 
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February 26, 2008 

Bhaval Shah-Bell, PhD 
Cephalon, Inc. 
41 Moores Road 
Frazer, PA 19355 

Dear Dr. Shah-Bell: 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
800.408.4242 

Fax 800.679.0959 
Website www.MedicalEd.com 

MediCom Worldwide, Inc., in partnership with Medical Learning Solutions, Inc., has recently 
completed a comprehensive needs assessment to identify the educational needs of clinicians 
who provide care to patients with chronic pain. This needs assessment was compiled from the 
following sources: 

• Evaluation summaries of completed and ongoing 2007 Emerging Solutions in Pain 
programs and activities ' 

• Clinical advisory review 
• Survey of health care professionals, including participants in completed and ongoing 

2007 Emerging Solutions in Pain programs 
• Literature search 

Based on the identified educational need, Medical Learning Solutions is requesting an 
educational grant from Cephalon, Inc. to support a live symposium that will support the 
continuation and further development of the Emerging Solutions in Pain, or ESP, initiatives. 
This lecture will be held as a full-day plenary session symposium in conjunction with the scientific 
program of the 2008 American Academy of Pain Management. The 2008 Emerging Solutions in 
Pain Lecture will focus on balancing the clinical need to provide adequate analgesia to patients 
with chronic pain with the legal and societal need to monitor for potential issues of abuse, 
addiction and diversion of controlled substances. Following the live symposium, Medical 
Learning Solutions is proposing to adapt the educational material as a three-part accredited 
streaming video series on EmergingSolutionsinPain.com, as well as an accredited print 
monograph, to be released as an insert into Practical Pain Management Journal, as well as an 
online monograph at EmergingSolutionsinPain.com 

The budget to fund the live symposium activities is approximately $234,583; the budgets for the 
streaming video and print monograph are $115,840 and $98,674, respectively. Please refer to the 
detailed budget section of this proposal for complete grant funding proposals. These scientific 
events will comply with all ACCME, FDA, AMA, and ACPE regulations for industry-supported 
professional continuing education. 

MediCom Worldwide is accredited by the Accreditation Council for Continuing Medical Education 
to provide continuing medical education for physicians and is approved by the Accreditation 
Council for Pharmacy Education to provide pharmacy continuing education, as well as an 
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
800 .406.4242 

Fax 800.679.0959 
Website www.MedicalEd.com 

approved provider of nursing continuing education· through the California State Board of 
Registered Nursing. 

Thank you in advance for your consideration of this request. 

Respectfully, 

Joan Meyer 
President, 
MediCom Worldwide, Inc. 

Sheri L. Gavinski 
President, 
Medical learning Solutions, Inc. 
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w ' . 
2008 Emerging Solutions in Pain Lecture Grant Request 

American Academy of Pain Management Symposium 

Educational Needs Assessment 

Learning Objectives 

1. Outline the clinical challenges that are commonly associated with the treatment of chronic 
pain, and summarize clinical and pharmacological strategies that will support improved 
patient outcomes for individuals with chronic pain 

2. Describe and differentiate various multimodal therapies, including complementary and 
alternative treatments, that may be prescribed and applied for the management of 
chronic pain in an interdisciplinary approach to care 

3. Identify the risks of addiction related to chronic opioid therapy prescribed for chronic pain, 
and outline how clinicians should differentiate tolerance, physical dependence, and 
pseudoaddiction from addiction 

4. Summarize regulatory issues surrounding controlled substance prescribing and identify 
practical methods clinicians may use to contain risk. 

The Challenges and Complexities of Treating Chronic Pain 
Chronic pain presents a significant and complex challenge for the patient, the patient's family, 
friends and caregivers, as well as for the practitioner who is managing the patient's care. Many 
factors support the depth and breadth of chronic pain as a complex and challenging clinical 
problem: there are no objective tests, for example, that may be applied to an individual to 
determine if he or she is suffering from chronic pain, or to determine the relative level of pain the 
individual is experiencing. Furthermore, chronic pain is neither unidimensional, nor is it 
symptomatic; it is instead widely regarded as a progressive, debilitating, multifactorial, 
circumstantial, and personal syndrome of conditions that may stem from a variety of etiologies, 
some of which remain unknown today, despite years of intensive research and investigation. 
Treatment of chronic pain is similarly complex and challengin·g, as every individual experiences 
pain in a unique way, and chronic pain is widely believed to be based on the bio-genetics, 
perceptions and experiences of the individual affected.1

-
3 Finally, complicating clinical 

assessment, diagnosis and treatment even further, chronic pain is commonly associated with 
comorbid conditions, such as depression, anxiety, sleep dysfunction, and substance misuse, all 
of which must be assessed and treated for any significant improvement in the patient's 
functioning and outcomes. 

The challenges associated with chronic pain as a multifactorial and complex problem are thus 
significant and diverse. It is not surprising, therefore, that therapeutic options for treating chronic 
pain span an equally broad spectrum of diverse pharmacological and nonpharmacological 
options. There is simply no one clinical option which will work for all patients who suffer from 
chronic pain, due to the infinite diversity of individual responses to both pain and its treatment. 
Clinicians cannot, therefore, take a "one size fits all" approach to treatment of chronic pain, but 
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2008 Emerging Solutions in Pain Lecture Grant Request 
American Academy of Pain Management Symposium 

Educational Needs Assessment 

must, instead, understand appropriate and specific techniques for assessment and diagnosis, as 
well as the best uses, benefits and risks of a range of available treatment options. 

Treatment for chronic pain can, and should, include options that address the spectrum of pain's 
bio-psycho-social impact. Many patients who suffer with chronic pain may, for example, respond 
to adjuvant nonpharmacologic therapies, including complementary and alternative medicine 
(CAM), as these treatments are designed to improve the status of the various health domains 
affected. These solutions are not meant to "cure," but to assist with pain management and the 
patient's return to function. High-quality randomized controlled trials indicate that multidisciplinary 
pain programsa represent the best therapeutic option for the management of patients with 
complaints associated with complex chronic pain.2 

The majority of patients with chronic pain, however, will undergo at least one trial of 
pharmacologic therapy, and the spectrum of choices here is diverse. One class of drugs, the 
opioid analgesics, is frequently prescribed to patients with chronic pain when the pain does not 
respond to other treatment options. Opioids, like any other medication, have a risk-benefit ratio 
that must be examined within the context of the specific patient and his or her unique pain 
experience. Unlike many other medications, however, the analysis of an opioid's risk-benefit ratio 
must balance the ability of opioids to deliver analgesia across a wide a spectrum of pain 
syndromes with the potential of these agents to contribute to addiction, on a personal, familial, 
and societal level. 

This ratio can, unfortunately, be challenging to define, as addiction is as individualized as pain 
itself. A recent review of the literature indicates that the prevalence of addiction in chronic pain 
patients prescribed opioid therapy reportedly varied from 0% up to 50%, and from 0% to 7.7% in 
cancer patients, depending of the subpopulation studied and the criteria used. This variance, 
however, does not mitigate the fact that both practitioner and patient must fully appreciate the 
risk-benefit ratio of opioid treatment, on an individualized basis, to appropriately support the safe 
and effective customized treatment and management of pain. 1 

• 
2 

• 

When treating patients with chronic pain with opioids, therefore, it is essential that clinicians be 
educated and aware of techniques for managing the risk of opioid misuse, abuse, and addiction. 
Clinicians must be able to understand and differentiate, on a practical, clinical level, the terms 
addiction, tolerance and physical dependency. In order to accurately assess, monitor, and 
optimally treat patients prescribed opioid therapy, clinicians must understand the fine differences 
in patient presentation, and how to treat patients differentially, depending upon their relative risk 
of addiction. 

a Per the NIH Roadmap Initiative, a multidisciplinary approach brings together numerous experts from diverse disciplines 
to collectively address a complex problem, with each expert addressing the issues from the perspective of his or her own 
discipline. In contrast, an interdisciplinary approach is what results from the melding of two or more disciplines to create a 
new (interdisciplinary) science. Biophysics, biostatistics, bioinformatics, bioengineering, social neuroscience, and 
psychoneuroimmunology are just a few examples of existing interdisciplinary sciences. 15 
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Maximizing Benefit, Minimizing Risk: Understanding Addiction 

101 Washington Street 
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800.408.4242 

Fax 800.679.0959 
Website www.MedicalEd.com 

By far, the greatest challenge to the treatment of chronic pain is the looming threat of addiction, 
misuse, and diversion. Unfortunately, the risk of addiction affects clinical decision making, often 
leading to "opiophobia" by either the clinician or the patient, hampering treatment. However, all 
chronic pain patients are entitled to receive adequate analgesia, regardless of a history of 
substance abuse.4 Opioids have tremendous clinical utility in the treatment of pain, and are the 
mainstay of treatment for chronic somatic and neuropathic pain refractory to other analgesics. 
However, while this class of medications carries the greatest potential for palliation, it also carries 
the greatest potential for abuse. 

Several clinical tools are available that are designed to alert clinicians to the signs of drug abuse 
and predict which patients are most at risk of misuse. 5·

6 Use of a controlled substance abuse 
agreement has been shown to reduce prescription opioid abuse by 50%, from 17.8% to 9%.7 

Similarly, the combination of adherence monitoring and random urine testing has been shown to 
reduce illicit drug abuse in chronic pain patients from 22% to 16%.8

·
9 However, pain assessment 

and management models are changing, and the misuse of medically prescribed opioids is on the 
rise. Most chronic pain patients do not experience tolerance once their pain is adequately 
controlled with a stable dose. In most cases, diminished response over time indicates worsening 
of the underlying condition causing the pain, rather than tolerance. 

Unfortunately, the prevalence of medically prescribed opioid misuse and diversion in the US has 
risen dramatically during the last decade, in concert with an increase of 542% in the prevalence 
of addiction to prescribed opioids during the period spanning 1992 to 2003. 10 These activities 
have created a serious public health problem, as the number of Americans abusing prescription 
drugs increased by 94%, and prescription drug abuse by teens 12-17 years old increased by 
212%. During this same period, the number of prescriptions for controlled drugs increased by 
154%, prescriptions for opioids increased by 222% (see Figure 1), and prescriptions for 
oxycodone increased by 380%. 10 At present, 56% more Americans abuse opioid prescription 
drugs than abuse cocaine, heroin, hallucinogens, and inhalants combined. 11 Among chronic pain 
patients receiving opioids, approximately 1 in 5 abuse prescription controlled substances. The 
problem has gotten so bad that almost a ~uarter of a trillion dollars of the US annual health care 
bill funds substance abuse and addiction. 2 This shifting pattern of abuse has been attributed to 
changes in medication prescribing practices, drug formulations, and easy access over the 
Internet. The most common sources for obtaining pain relievers nonmedically are a friend or 
relative (59.8%) or a physician (16.8%).10 

February 26. 2008 Page6 

Highly Confidential TEVA_MDL_A_06764051 

P-29481 _ 00525



07300K.14

Educational Needs Assessment 

101 Washington Street 
Morrisville, Pennsylvania 19D67 

Phone 215.337.9991 
80D.408.4242 

Fax 80D.679.0959 
Website www.MedicalEd.com 

Figure 1: Percent increase in prescriptions filled for controlled drugs, 1992-2002.10 
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To help physicians, further education is required. There is a fine balance between identifying 
patients who exhibit drug-seeking behavior because their pain is not being adequately controlled 
(pseudoaddiction), and mistaking them for patients with aberrant behaviors indicative of 
substance abuse who were not forthcoming with their history.13

·
14 A physician survey conducted 

by the Center on Addiction and Substance Abuse (CASA) showed detriments in this regard, 
demonstrating that 94% of physicians failed to identify the symptoms of alcohol abuse or 
addiction.10 Nearly half of physicians have difficulty discussing prescription drug abuse with their 
patients, and only 54% question patients about prescription drug abuse when taking their history. 
Despite recommendations to the contrary, only 55% of physicians usually call or obtain records 
from the patient's previous physician prior to prescribing controlled drugs on a long-term basis. 
These lapses are further reinforced by pharmacists, 28% of whom do not regularly validate the 
prescribing physician's DEA number when dispensing controlled drugs. Other pharmacists admit 
to dispensing a controlled drug without sufficient information (a completed written prescription). 
Both the prescriber and pharmacist communities would benefit from education addressing the 
importance of adhering to protocol when prescribing, and the recognition and prevention of abuse 
and diversion. 

CASA's survey results reveal several ways that diversion can occur at the clinical level, the 
primary reason being lack of training. 1° CASA cites poor communication between physicians and 
pharmacists as impeding the prevention of prescription drug abuse, finding that pharmacists are 
reluctant to report physicians they suspect are actively involved in diversion. Pharmacists with 
advanced training in substance abuse and addiction are less reluctant to report. 10 As described 
by Theodore Perran Jr., MD, Associate Clinical Professor of Addiction Medicine at Case Western· 
Reserve University, some of the CME training has hindered development of skills necessary to 
deliver optimal pain management. As he explains, the emphasis of training might best be shifted: 

"This emphasis on rapport-building techniques to the virtual exclusion of limit-setting 
helps to create the current clinical reality in which physicians feel acutely uncomfortable 
with conflict and interpersonal confrontation." 10 
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The Role of Regulations in Chronic Pain 
Clinician understanding of, and confidence in, techniques for assessing, identifying and 
minimizing opioid misuse, abuse, addiction and diversion is thus a critical component in the ability 
to provide care that involves opioids to patients with chronic pain. Safe and effective prescribing 
of opioids not only benefits the patient, in support of improved outcomes; it is also required by 
law. Clinicians who prescribe opioids must be educated in federal and state regulations 
pertaining to controlled substances, in support of minimizing the potential for misuse, abuse, 
addiction and diversion while simultaneously supporting the use of opioids for legitimate medical 
care; this is, in fact, the directive of the Drug Enforcement Agency, or DEA. While necessary and 
required, these regulations only add to the layers of complexities associated with caring for 
chronic pain patients, by virtue of increased scrutiny and strict requirements for regulatory 
compliance in the prescribing and dispensing of controlled substances. 

Given the complexities associated with chronic pain, with treatments for chronic pain, and with 
safe and effective pharmacologic management that maximizes benefits while minimizing risk, no 
single health care professional, regardless of level of competency and/or expertise, can 
adequately address the multitude of secondary conditions or domains (physical, cognitive, 
psycho-social, emotional, and cultural) impacted by the effects of chronic pain. An educational 
need, therefore, exists for health care professionals to better understand the complex 
nature of chronic pain and the need for multidisciplinary care in the management of 
chronic pain. Practitioners need to identify how this multidisciplinary care model will best 
serve their patients by improving outcomes and how it will also provide risk containment 
support to the patient, the entire pain management team and to their medical practices. 

Literature Search 

An extensive and recently conducted PubMed medical literature search (2006-2008) revealed the 
following publications in support of furthering education in the following areas: 

1. Safe and effective treatment of pain as a human right; including assessment, risk 
containment, appropriate treatment and patient selection, and monitoring. 1

•
3

,
1s.34 

2. Provision of guidance to clinicians who prescribe opioid analgesics to patients in 
pain. 23,32-39 

3. Multidisciplinary, multimodal, CAM treatment approach.4043 

Additionally, results from a recently published VA Health System study concluded that users of 
prescribed opioids had higher rates of opioid and nonopioid abuse problems compared with 
nonusers of prescribed opioids, but these higher rates appear to be partially mediated by 
depressive and anxiety disorders. In patients receiving prescribed opioids, clinicians need to 
be alert to drug abuse problems and potentially mediating mental health disorders.4 
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Surveys of practicing health care professionals consistently support the need for education 
surrounding safe and effective prescribing of opioids. For example, a recently published survey 
study critically examined subjective factors that influence the prescribing practices of advanced 
practice registered nurses (APRNs) for patients with chronic nonmalignant pain. Data were 
collected through semistructured interviews with participating APRNs. Critical analysis of the data 
revealed that prescribing decisions for patients with chronic pain were characterized by a conflict 
of interest in which the patients' best interests were given a low priority. This conflict, which is 
socially and politically created and maintained, renders nurses unlikely to fulfill their ethical 
responsibility to patients.45 Teaching basic pain management as an ethical responsibility of 
practice is a first step toward ending the conflict and ensuring that the patients' best 
interests are addressed. 

To ensure that the educational needs identified through the Emerging Solutions in Pain initiatives 
are consistent with the results of published studies, ESP has endeavored to collect and analyze 
data from registered members of Emerging Solutions in Pain, and from participants in ESP
sponsored programs. Figure 2 represents the demographics of 209 clinicians who attended ESP 
live symposia in 2007; all of these health care professionals identified themselves as active in the 
treatment of patients with pain and/or addiction issues.46 

Figure 2: ESP Program Attendee Demographics 

PhDs Other 

RPhs 
6% 

Nurses 
24% 

7% 

MDs 
58% 

Following the live symposia, the attendees were asked to identify and rate topics and factors that 
are important to them in their practice setting; these ratings are provided in Table 1 .46 As can be 
seen from the responses, the top three topics that were identified as the "most important" were 
the interface of pain and addiction, federal regulations pertaining to controlled substances, and 
assessment and diagnosis issues. These three topics alone were cited by a combined total of 
61 % of the attendees as "most important." 46 
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Percentage of Attendees Citing Topic As "Most 
Topic Important" in Their Clinical Practice Settin!'.I 

Interface of Pain & Addiction 28% 

Federal Regulations 17% 

Assessment/Diagnosis 16% 

Pharmacoloav 11% 

Urine Drug Testing 8% 

Universal Precautions 8% 

Non-Medication Treatment Aooroaches 6% 

Neurobioloav 5% 

Epidemiology 1% 

These health care professionals were also asked to identify their planned usage of a spectrum of 
assessment and monitoring tools, as a measure of their understanding of these important 
components of a comprehensive and proactive pain management treatment plan. These 
responses are provided in Table 2.46 

Table 2: Planned Implementation of AssessmenUMonitoring Tools46 

Plan to implement Need further Currently use in 
using new education for practice 
information learned implementation 

Opioid Risk Tool (ORTI 43% 28% 29% 
CAGE questionnaire 32% 15% 50% 
Physical Disability Index (POI) 32% 37% 31% 
Pre-and post-therapy physical 28% 17% 56% 
functioning assessment 
4A's 24% 21% 54% 
Differential pain assessment 31% 7% .72% 
(intermittent & breakthrouoh) 
Abilities of daily livinQ (ADU 17% 14% 69% 
Urine drug testing 13% 6% 81% 
Treatment/Opioid Agreement 9% 4% 87% 
Patient informed consent 8% 3% 87% 
Numeric rating scale 7% 3% 89% 
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As can be seen in Table 2, the top two tools clinicians planned on using involved risk 
assessment; significant percentages of other clinicians in the same group also identified a need 
for these two tools, but felt they required further education on them prior to implementation. Out 
of the top five tools that were identified as tools for implementation post-program activity, it is 
significant that, in this group of health care professionals who provide care to patients with pain, 
three of the five involved risk assessment or monitoring. This data underscores the significant 
need in the pain management community for information, tools and resources that support safe 
and effective prescribing of opioids. 46 

This group of 209 health care professionals was also prolific in their requests for additional 
information. Topics for future educational activities that were identified on the post-program 
evaluation form included a range of topics on pharmacologic and non-pharmacologic treatment of 
pain, as well as common comorbid conditions. A significant minority (23%) of the suggested 
topics focused on assessing and monitoring for opioid misuse, abuse and addiction.46 

Representative comments included: 

• Universal precautions, addiction/abuse screening 
• Please increase time spent on practical tools for prevention of opioid misuse and abuse 
• Include a lecture on urine testing including methods, interpretation, false 

positives/negatives, etc. 

Questions that were submitted and/or asked during the actual symposia were also recorded and 
analyzed. More than 85 pertinent questions were submitted on question cards; subsequent 
analysis allocated each of these 85 questions into a single topic category. This analysis is 
provided in Table 3, and a representative sample of questions is provided in Table 4. 

Table 3: Topic Distribution of Submitted Questions46 

Topic Questions Submitted 
Pharmacoloav 27 
Interface of Pain and Addiction 26 
Federal Regulations 13 
Neuroloav 7 
Urine Drug Testing 6 
Non-medication Approaches to Treatment 5 
Epidemioloav 2 
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Table 4: Representative Sample of Submitted Questions46 

Topic Representative Questions 
Can we give short-acting pain medication in four hours continuously for 
months or years for chronic pain? 
What is the best way to manage opioid-induced constipation? What 

Pharmacology percentages of patients don't respond to typical treatments? What do 
you think about peripheral opioid antaqonists for constipation? 
Any pharmacologic rationale for using hydrocodone and 
benzodiazepines concurrently? 
If you underdose a patient with history of opioid dependency (in 
recovery}, are you putting that patient at risk for relapse? 

Interface of Pain and Is it true combining two different opioids helps reduce chance of 

Addiction addiction? 
How do you detoxify patients with addiction, ie, the high dose 
overlapping fentanyl patches or high levels MSER? Do you suggest an 
inpatient or outpatient protocol? 
Can we split a Schedule II script for economic reasons? 
What should one do if one finds out that a prescription has been stolen 
and the pharmacy faxes a copy and it's not the doctor's writing. How 

Federal Regulations do you protect yourself? 
Are there combinations of pain medications that are being prescribed 
by physicians that are "red flagged" to regulatory agencies, such as 
Schedule Ill druqs and benzodiazepines? 
Are opioid tolerance and opioid-induced hyperalgesia really the same 
thinq? If not, how do they differ? 
Would short-acting opioids be more likely to cause a decrease in the 

Neurology opioid receptor and the change to excitatory response than a long-
actinq opioid? 
Hyperalgesia perpetuates increased pain or decreased pain tolerance 
- can withdrawal symptoms produce death in a patient who is asked to 
reduce opioids usage? 
Can you describe your routine protocol regarding urine drug testing? 
How do you change that protocol if the UDT results come back 
abnormal for that patient? If the UDT results come back abnormal for a 

Urine Drug Testing 
second time, how do you aooroach that afterwards? 
If a patient routinely fails your tox screens, then what do you do? Do 
they still qet their prescription? 
How many days after a patient stops taking opioids does the urine 
screen test become neqative? 
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In addition to surveying participants in live symposia sponsored by Emerging Sofutions in Pain, 
ESP proactively surveys members of the ESP website (www.EmergingSofutionsinPain.com). 
The 1,257 members of the ESP website represent a diverse cross section of practicing health 
care professionals who provide care to patients with chronic pain and/or addiction. 
Demographics for 514 members of the ESP website who responded to these surveys are 
provided in Figures 3 and 4.47 

Figure 3: Degree Distribution of ESP Members 
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These members were asked to provide information concerning their self-identified areas of 
educational need, and barriers they perceived in their practice to appropriate pain management. 
As can be seen in Figure 5, assessment tools for identifying risk potential of abuse, and/or 
diversion, pharmacologic and nonpharmacologic treatment of pain, and interdisciplinary 
approaches to pain management were clear areas of educational need for these health care 
professionals. 47 

Figure 5: Top Three Areas of Educational Need 
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Figure 6 below depicts the results of these health care professionals' self-reported barriers to 
adequate pain relief. While patient-based issues (lack of compliance and poor self-reporting) 
were obvious barriers, other identified areas were clearly areas in which these clinicians would 
benefit from additional educational information and activities. These included assessment and 
monitoring tools, patient-clinician communication barriers and a reluctance to prescribe opioids.47 
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Figure 6: Barriers to Adequate Pain Relief in My Practice 
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Finally, these health care professionals were asked to identify 10 topics that would help them to 
meet professional challenges and improve their personal practices. The results of the top 23 
topics are provided in Table 5. 47 

February 26, 2008 Page 15 

Highly Confidential TEVA_MD L_A_ 06764060 

P-29481 _ 00534



07300K.23

Educational Needs Assessment 

Table 5: Identified Educational Topics47 

Number of 
Topic Respondents 
Anxiety and Pain/Addiction 149 
Addiction Treatment 146 
Acute Pain 119 
Complementary and Alternative Pain ManaQement 117 
Behavior Modification Therapies 104 
Basic Science of Pain and Addiction 95 
Acupuncture 94 
Breakthrough Pain 93 
Arthritis Pain 88 
CravinQ 84 
Abstinence Syndrome 78 
Clinical Research Update/New DruQ Pipeline 76 
Depression and Pain/Addiction 66 
Methadone Contraindications 62 
Opioids and Pregnancy 59 
Chronic Opioid Theraov and Sleep Disorder 57 
Pain Management in Addicts 50 
Methadone Guidelines 47 
Low Back Pain 46 
Adolescents 44 
Cancer Pain 43 
Neuropathic Pain 41 
Opioid Mechanisms 38 
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Clearly, the data presented in the tables and graphs above attest to the need for more 
information about risk screening and assessment of patients treated with opioids to 
determine risk of abuse, misuse, addiction and diversion of prescribed medications or 
other substances for conditions of chronic pain, as well as a need for additional 
information on Federal Regulations for controlled substance prescribing.46

.4
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Expert Opinion 

Managing pain presents a complex clinical challenge. Here are some thoughts from leading 
experts in the therapeutic areas of pain and addiction management regarding the increased need 
for education to improve professional practice behaviors. 

• Nora Volkow, MD, director of the National Institute of Drug Abuse spoke at the 2007 
National Institutes of Health Drug Abuse Conference on Pain, Opioids, and Addiction: 

"The abuse of opiate analgesics is an urgent issue. But the fact that these medications 
have the potential to produce addiction in no way decreases their value. The challenge 
comes in terms of understanding better the risks for becoming addicted ... and minimizing 
these risks. "48 

• Patricia Berry, NP, a nursing faculty member at the University of Utah, Berry is a 
doctorally prepared researcher who has analyzed state regulations governing controlled 
substance prescribing by nurse practitioners. She provided the following quote to 
ADVANCE for Nurse Practitioners, 2007: 

"The one thing that really impedes prescriptive authority change, particularly around 
controlled substances, is all the myths about pain and pain management, we get 
addiction, physical dependence and tolerance all mixed up. We make all these 
assumptions based on erroneous beliefs about opioid analgesics and addiction, side 
effects, respiratory depression, those kinds of things. "49 

• Kathryn Weiner, PhD, director of the American Academy of Pai_n Management discusses 
multidisciplinary teams as an effective approach to treating pain: 

"Because pain is a complex puzzle, no single health care profession holds the puzzle 
piece that solves this puzzle; rather, each health care profession holds a critical piece 
that contributes to the completion of the puzzle. Pain practitioners are trained to see their 
patients as multifaceted, whole systems requiring a multidisciplinary viewpoint."50 

• Martha lllige, MD of Rose Family Medicine Residency at the University of Colorado at 
Denver Health Science Center echoes the desire to work within a collaborative care 
model for treating chronic pain (December 1, 2007): 

"Management of chronic pain is a common concern among physicians. In training 
programs, office meetings, informal networks, we worry about undertreatment versus 
overtreatment, drug regulations, and professional interactions. We look for help and 
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clarification for our patients and ourselves. The underlying concept, buried in the phrase 
"group visits," is that multidisciplinary management is best for chronic diseases. We need 
support for sharing responsibilities with our teams, including the patients, staff, behavioral 
health specialists, and physicians. "51 

In October of 2007, testimony by experts before a subcommittee of the US House of 
Representatives in the areas of epidemiology and pain medicine exemplified the prevalent views 
of the need for continuing education in the area of pain and addiction. 

• Leonard J. Paulozzi, MD, MPH, a medical epidemiologist from the Center for Disease 
Control, testified about the increasing rates of unintended deaths attributed to opioid 
medications. He proposed that one mechanism for reducing the problem would be: 

"Educating physicians and pharmacists to more closely monitor patients who are taking 
opioid painkillers on a long-term basis."52 

• Andrea Trescot, MD, president of the American Society of lnterventional Pain Physicians 
(ASIPP), remarked that: 

"We in ASIPP also feel that since less than 40% of physicians receive any training 
regarding pain evaluation in medical school, the White House should organize events to 
facilitate dissemination of pain and addiction information to the general medical 
community ... We also feel that controlled substance education should be mandated in 
medical schools, residency training, and supported by continuing education programs 
every year. "53 

• AAPM President, Todd Sitzman, MD, MPH, was interviewed in February 2007 and stated 
the following when asked: What do you see as the most important issue in pain 
medicine? 

"[The patient's] understanding is that a pain medicine specialist will establish an 
appropriate diagnosis and treatment based on their specific needs. For successful 
treatment of chronic pain, the majority of which results from degenerative conditions, 
therapy will require a multimodal, Jong-term approach. "54 

Conclusion 

When the results of literature searches, clinician surveys and expert opinion are combined, it is 
clear that additional curriculum and training are required to help provide information on the 
delivery of pain relief and dependency issues. The goal of such programs must be to support 
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clinicians in improving patient care while reducing the potential for abuse, addiction, diversion, 
and medical regulatory/malpractice liability exposures arising from poor pain management practices. 

To prepare clinicians to treat chronic pain appropriately, this educational activity will focus on 
several topics at the interface of chronic pain and risk of abuse, misuse, and addiction. All topics 
are based upon the educational needs outlined in this assessment, and include the role of patient 
assessment and monitoring in a proactive pain management treatment plan, and how appropriate 
use of these tools and tactics can contribute to improved outcomes. Emphasis will be placed on 
increasing clinicians' abilities to differentiate between the clinical conditions of tolerance, drug 
dependency and addiction, to support improved triage and outcomes. Risk containment is an 
essential consideration in managing chronic pain patients, and time will also be devoted to 
providing information on various methods to improve this process, so as to contribute to reduced 
undesirable consequences. This will lead to improved, safe and efficacious therapy for the 
patient, as well as improved practitioner and medical practice compliance. Finally, as a sound 
basis for safe and effective prescribing of opioids, the program will also engage the attendee 
clinicians in interactive and case-based forums for discussing legal and regulatory issues 
associated with the prescribing of controlled substances. 
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2008 Emerging Solutions in Pain Lecture Grant Request 
.Program Summary 

An Emerg;ng Solutions in Pain Lecture 
The Right Patient, The Right Therapy, The Best Outcomes: Understanding the Interface 
of Pain and addiction 

Program Overview In 2006, Medical Learning Solutions developed a clinically relevant, scientifically 
rigorous educational activity that was disseminated as a full-day symposium held 
in conjunction with the annual meeting of the American Academy of Pain 
Management. This annual lecture, which was presented again in 2007 as a 
plenary session in the AAPM's scientific program, has now educated more than 
400 practicing health care professionals in issues and challenges associated with 
opioid misuse, abuse and addiction. In 2008, Medical Learning Solutions is 
proposing to build upon the educational foundation created in the 2006 and 2007 
lectures, through expanding and updating the information presented, and by 
utilizing a lecture format that incorporates audience participation and interaction 
throughout the symposium. 

February 26, 2008 

Highly Confidential 

One of the key issues in pain management today is the challenge of 
appropriately assessing the patient. This assessment must focus on tests that 
elucidate the physical disease or disorder, so that appropriate therapy may be 
initiated. For those patients who may be prescribed opioid analgesics, however, 
this assessment must include a proactive and thorough assessment of risk 
potential for opioid misuse, abuse and addiction, as well. Through a thoughtful 
and proactive combination of these two assessment processes, clinicians may be 
more informed concerning the type, duration and dosage of therapy that will be 
most likely to contribute to positive outcomes. For many patients with chronic 
pain, this therapy will include a trial of an opioid; however, not every patient is an 
appropriate candidate for opioid analgesics, and one of the goals of this 
assessment process is to determine the most appropriate therapeutic regimen for 
the individual patient. 

The tactics of a thoughtful and thorough assessment, followed by ongoing 
monitoring, are not only good medical practices that will support improved 
outcomes, however. These are also processes that are required when any 
controlled substance is prescribed. In today's clinical environment, clinicians are 
scrutinized by legal and regulatory authorities with regard to their prescribing of 
controlled substances, and the media is increasingly focusing on issues 
surrounding illicit use of prescription medications. Together, these factors make 
it imperative that clinicians must have a thorough understanding of the following: 

• The complex challenges of treating pain, addiction and the interface of 
these two areas 

• Rational pharmacotherapy of pain, including non-opioid analgesics, 
opioids and complementary and alternative treatments 

• The imperative of being able to clinically differentiate between addiction, 
physical dependency, tolerance and pseudo-addiction 
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• Legal and regulatory issues surrounding the appropriate prescription of 
controlled substances 

• Clinical strategies for creating individualized treatment plans that 
maximize the potential for improved outcomes and minimize the potential 
for opioid misuse, abuse, addiction and diversion 

Due to the increasing focus on safe and effective prescribing of opioids that 
effectively minimizes possible negative consequences of opioid misuse, this 
symposium will begin with an interactive segment in which the issues 
surrounding appropriate prescribing will be portrayed to the symposium 
attendees through a mock "trial". In this "trial", various faculty members will act 
as the judge, the defendant and the prosecutor; the audience will play the role of 
the jury, and the moderator will circulate through the audience, capturing 
comments from attendees. This style of information presentation will ensure that 
the audience will be relate to, and understand on a personal level, the imperative 
of the issues and topics presented. 

Following the mock "trial" that establishes the need and relevancy of the 
information, a series of focused didactic lectures will reinforce the most 
appropriate approaches to patient assessment, pharmacotherapy and risk 
minimization. Each of these focused lectures will be followed by a question and 
answer session that encourages frequent audience interaction with faculty. The 
symposium will conclude with a series of case-based presentations that 
summarize the "best practices" information presented throughout the day. 

Proposed Agenda 7:25 - 7:30 AM 

7:30 - 8:00 AM 

Welcome and Introductions 

February 26, 2008 

Highly Confidential 

8:00 - 9:30 AM 

9:30 - 9:55 AM 

9:55 - 10:25 AM 

10:25-10:40 AM 

10:40 - 11:10 AM 

11: 10 - 11 :25 AM 

The Interface of Pain and Addiction: the Challenges of 
Safe and Effective Treatment That Maximizes Positive 
Outcomes 

Why You Need To Understand the Synergy of Pain and 
Addiction: A Mock Trial 

Break 

Rational Pharmacotherapy: Opioids, Non-opioids and 
Adjuvant Therapies 

Q&A 

Assessment Strategies That Support Identification of the 
Best Therapy for the Individual Patient 

Q&A 
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Proposed Faculty 

CE Provider 

February 26, 2008 
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11:25-11:55 AM 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
800.408.4242 

Fax 800.679.0959 
Website www.MedicalEd.com 

Practical Approaches to Successful Monitoring: 
Differentiating Between Addiction, Tolerance, Physical 
Dependence and Pseudo-addiction 

11 :55 AM - 12:05 PM Q&A 

Lunch 12:05-1:25 PM 

1 :25 - 1 :55 PM Case #1: Focus on the Issues of Tolerance and 
Hyperalgesia 

Panel Discussion 

Q&A 

1:55-2:10 PM 

2:10 - 2:20 PM 

2:20 - 2:40 PM 

2:40 - 2:55 PM 

2:55 - 3:05 PM 

3:05 - 3:30 PM 

3:30 - 3:50 PM 

Case #2: Focus on the Patient with Comorbid Illnesses 

Panel Discussion 

Q&A 

Break 

Case #3: Focus on the Multidisciplinary Team Approach 
to Pain Management 

3:50 -4:10 PM 

4:10 -4:20 PM 

4:20 - 4:30 PM 

Panel Discussion 

Q&A 

Conclusion 

The core group of proposed faculty includes: 
• Howard Heit, MD, FACP, FASAM (moderator) 
• Douglas Gourlay, MD, MSc, FRCPC 
• Steven Passik, PhD 
• Jennnifer Bolen, JD 
• Peggy Compton, RN, PhD 
• Steven Stanos, DO 

Based on the need to educate clinicians ih the assessment and treatment of 
chronic pain patients who may be at risk for abuse, addiction and diversion, the 
2008 Emerging Solutions in Pain Lecture will be accredited by MediCom Worldwide, 
Inc 

Page 25 

TEVA_MD L_A_ 06764070 

P-29481 _ 00544



07300K.33

101 Washington Street 
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Phone 215.337.9991 
800.408.4242 

Fax 800.679.0959 
Website www.MedicalEd.com 

• CME credit for physicians by the Accreditation Council for Continuing 
Medical Education. This full-day activity will be approved for a maximum 
of 6 hours of category 1 credit toward the AMA Physician's Recognition 
Award. 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy 
Education. This full-day activity will be approved for a maximum of 6 
credit hours (0.6 CEU) for Continuing Pharmacy Education. 

• CNE credit for nurses. This single full-day activity will be approved for a 
maximum of 6 Contact Hours. 

Intended Audience The primary audience of includes physicians, pharmacists, nurses and other 
health care professionals who provide care to patients with pain. 

Program Objectives The purpose of this activity is to educate clinicians on key topics relating to the 
Emerging Solutions in Pain initiatives; specific learning objectives will include the 
following: 

Live Program 
Format 

February 26, 2008 

Highly Confidential 

• Outline the clinical challenges that are commonly associated with the 
treatment of chronic pain. and summarize clinical and pharmacological 
strategies that will support improved patient outcomes for individuals with 
chronic pain 

• Describe and differentiate various multimodal the·rapies, including 
complementary and alternative treatments, that may be prescribed and 
applied for the management of chronic pain in an interdisciplinary 
approach to care 

• Identify the risks of addiction related to chronic opioid therapy prescribed 
for chronic pain, and outline how clinicians should differentiate tolerance, 
physical dependence, and pseudoaddiction from addiction 

• Summarize regulatory issues surrounding controlled substance 
prescribing and identify practical methods clinicians may use to contain 
risk 

This full-day meeting will be presented as part of the plenary session of the 
scientific program of the American Academy of Pain Management national 
meeting. This program will be comprised of a mock "trial", didactic lectures, case 
study presentations utilizing both faculty presented case based presentations as 
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Enduring Material 
Options 

Format 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
800.408.4242 

Fax 800.679.0959 
Website www.MedicalEd.com 

well as live interactive patient interview techniques, interactive panel discussions 
and question/answer sessions will be included in the overall agenda 

Description Expected Reach 

Symposium adaptation: online Symposium filmed and edited Reach: 1,800 (views) 
accredited streaming video into accredited streaming video 
program based on the posted on CE certificates: 250 
presentation of the mock trial EmergingSolutionsinPain.com 
and didactic presentations 

Symposium adaptation: Print CME accredited monograph Reach: 39,000 (print)+ 600 
monograph based on a based on the three case studies (views) 
summary of case presented. Each case to be 
presentations presented individually summarized and CE certificates: 550 (online + 
during live activity 

Distribution/ 
Invitation Process 

Live Event 

Enduring Material 

February 26, 2008 
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distributed via print) 
EmergingSolutionsinPain.com as 
well as via journal supplement in 
Practical Pain Management_ 
Journal (PPMJ) 

The live symposium will be announced and promoted through the use of 
approximately 5,200 printed invitations via direct mail to identified target 
audience related to the scientific conference. In addition, the activity will be 
advertised in the promotional literature generated for the American Academy of 
Pain Management conference. Finally, Medical Learning Solutions and 
MediCom Worldwide, Inc. will announce and promote the 2008 Emerging Solutions 
in Pain Lecture through the Emerging Solutions in Pain web site. The live 
meetings will also be highlighted in the ESP e-mail blasts, the ESP electronic 
newsletters, and the ESP exhibit booth. 

Online Adaptation: The online adaptation will be released following the live 
symposium as a series of accredited modules based on the mock trial and 
didactic presentation video captured and edited from the live event Activity will 
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2008 Emerging Solutions in Pain Lecture Grant Request 
Program Summary 

Post-Activity 
Feedback 

Request for 
Sponsor Support 

February 26, 2008 

Highly Confidential 

launch via EmergingSolutinsinPain.com no less than 90 days post-live event and 
will maintain accreditation throughout a 12-month hosting period. Distributions 
reach to approximately 1,800. 
Target Launch Date: December 2008 

Journal Distribution: The case based presentations will be summarized for print 
monograph and distributed via the journal of practical pain management within 
four months of the live event. Distribution reach is approximately 39,000 readers. 
Target Distribution Date: March 2009 

Course evaluation forms will be required of all participants who seek to receive 
continuing education credit. MediCom Worldwide, Inc will summarize the 
information collected from these forms in a formal report to evaluate program 
effectiveness. 

Participants will evaluate the following as excellent, good, fair or poor: 
(1) Overall content 
(2) Faculty teaching effectiveness 
(3) Format 

Participants will also respond to the following questions: 
(1) How well did the program achieve its educational objectives? 
(2) Do you feel the program material was useful and practice-oriented? 
(3) Do you feel that the information provided in this educational activity will aid in 

improving patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic options? 
(5) Would you participate in future educational activities? 

As a supplement to these primary methods, Medical Learning Solutions and 
MediCom Worldwide, Inc may request the assistance of the Cephalon, Inc. sales 
force in the dissemination of information regarding this program to the medical 
community. The content of such information, however, is the responsibility of 
MediCom Worldwide, Inc and any such distribution will solely be as a supplement 
to any primary methods of announcement and promotion. 
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800.408.4242 

Fax 800.679.0959 
Website www.MedicalEd.com 

2008 Emerging Solutions in Pain Lecture Grant Request 
Program Summary 

Budget Summary Overview 

Tactic 

Full day plenary 
session at 2008 
AAPM conference 

Symposium 
adaptation: Print 
monograph based 
on case study 
presentations 

Symposium 
adaptation: online 

AAPM Accredited Plenary Symposium plus Enduring Material Options 
Proposal Overview 

Description Expected 
Proposed Budget 

Outcome 

Direct Costs $181,052 

Six-speaker accredited live 
300AAPM 

symposium conference Indirect Costs $53,532 
attendees 

Total $234,583 

Reach: 39,000 Direct Costs $55,800 
Distributed as a journal (print) + 600 (views) 
supplement in PPMJ as well 
as available online via CE certificates: 550 

Indirect Costs $42,874 

EmergingSolutionsinPain.com (online + print) 
Total $98,674 

Direct Costs $79,650 
Symposium filmed and edited Reach: 1,800 
into accredited streaming (views) 

accredited streaming video posted on Indirect Costs $36,190 

video program EmergingSolutionsinPain.com CE certificates: 250 
Total $115,840 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 07-056a 
Date: February 21, 2008 

The Right Patient, The Right Therapy, The Best Outcomes: 
' Understanding the Interface of Pain and Addiction 

A Full-Day Plenary Session Symposium Held in Conjunction with the American Academy of Pain 
Management: Projected Budget Estimate 

Program Parameters 

Number of accredited symposia 1 

Number of credit hours 7 

Number of direct mail program announcements 5,200 

Faculty presenters per symposia 6 

Approximate number, health care professional attendees per meeting 300 

Cost Summary 

Approximate Total, Direct Expenses $ 181,052 

Total, Indirect Expenses $ 53,532 

Cost of the 2008 AAPM Full-Day Plenary Session Symposium $ 234,583 
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Proposal Number: 07-056a 
Date: February 21, 2008 

WORUIWIDE, 

101 Washington St, Suite 11 o 
Morrisville, PA 19067 

The Right Patient, The Right Therapy, The Best Outcomes: 
Understanding the Interface of Pain and Addiction 

A Full-Day Plenary Session Symposium Held in Conjunction with the American Academy of Pain 
Management: Projected Budget Estimate 

Detailed Budget Itemization 

Direct Expenses, Approximate 
Association Fee $ 

Speaker honoraria 

Chairman (1) $ 

Faculty (5) $ 

Graphic design and print materials 

Graphic design of look/feel $ 

Typesetting, layout of direct mail program announcement $ 

Direct mail program announcements, mailed to MPM membership. Four-color process printing on gloss stock, 5.5" 
x 8.5", double-sided, prepped for mailing. Quantity 5,200 $ 

Postage for direct mail. Quantity 5,200 $ 

Slide creation $ 

Handout binders, includes binder shell plus all internal sheets; binders to include accreditation information, speaker 
biographical an disclosure information, agenda, reference materials and presentation slides $ 

Typesetting, layout of handout binders $ 

CDs of presentations $ 

Set design: staging $ 

Set design pieces: banners $ 

Set design pieces: signage $ 

Program book advertisements $ 

Typesetting, layout of program advertisements $ 

Typesetting, layout of signage $ 

Typesetting, layout of set design pieces $ 

Speaker travel (air, OOP, hotel) 

Speaker air $ 

Speaker hotel $ 

Speaker OOP $ 

Speaker ground transportation $ 

MediCom air $ 

MediCom hotel $ 

MediCom OOP $ 

MediCom ground transportation $ 

Travel, site visit $ 

Catering 

Morning Break, quantity 350 $ 

Box Lunch, quantity 350 $ 

Afternoon Break, quantity 350 $ 

Audio/visual services $ 

Reference purchase $ 

Stock photo purchase $ 

Shipping/Fed Ex $ 

Miscellaneous $ 

Approximate Total, Direct Expenses $ . 
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30,000 

3,500 

12,500 

2,900 

1,000 

2,625 

2,153 

9,500 

18,725 

2,500 

325 

5,000 

2,000 

1,800 

3,000 

1,000 

1,500 

1,000 

3,000 

4,200 

600 

1,200 

3,000 

4,200 

600 

600 

2,000 

4,665 

14,928 

5,831 

30,000 

1,200 

1,500 

1,500 

1,000 

181,052 
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101 Washington St, Suite 110 
Morrisville, PA 19067 

Proposal Number: 07-056a 
Date: February 21, 2008 

The Right Patient, The Right Therapy, The Best Outcomes: 
Understanding the Interface of Pain and Addiction 

A Full-Day Plenary Session Symposium Held in Conjunction with the American Academy of Pain 
Management: Projected Budget Estimate 

Detailed Budget Itemization 

Indirect Expenses 
Project management 

Negotiation with association $ 300 

Coordination with vendors $ 1,800 

Coordination with faculty $ 2,400 

Coordination with internal teams $ 1,800 

Preparation and coordination of status meetings/updates $ 500 

Medical services 

Development of agenda, objectives, program outline $ 800 

Identification of faculty $ 400 

Development of needs assessment $ 3,200 

Development of supporting materials $ 1,200 

Development of copy for posters, advertisements, set design $ 600 

Proofreading $ 1,500 

Fact-checking $ 1,500 

Site visit (1 staff member) $ 1,350 

Accreditation of program for CME, CPE, CNE $ 15,000 

Continuing Education participant certificates (est. 200) $ 3,000 

Onsite CME coordination $ 1,350 

Meeting management 

Venue coordination $ 2,000 

Travel coordination for faculty and staff $ 2,000 

Coordination of associated meeting logistics $ 1,500 

Onsite management (4 staff members) $ 5,400 

Registration database development/management (includes online reg) $ 500 

Administrative and accounting fees $ 5,432 

Total, "Indirect Expenses $ 53,532 
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Proposal Number: 07-056a 
Date: February 21, 2008 

101 Washington St, Suite 110 
Morrisville, PA 19067 

The Right Patient, The Right Therapy, The Best Outcomes: 
Understanding the Interface of Pain and Addiction 

An Accredited Self-Study Series of Three Streaming Video Modules Based on the Morning Plenary 
Session Symposium Held in Conjunction with the American Academy of Pain Management 

Projected Budget Estimate 

Cost Summary 

Approximate Total, Direct Expenses $ 79,650 

Total, Indirect Expenses $ 36,190 

The Interface of Pain and Addiction Streaming Video Accredited Self-Study 
$ 115,840 

Series 

Detailed Budget Itemization 

Direct Expenses, Approximate 
Transcription $ 750 

Program announcement/advertisement 

Adaptation of symposium design for direct mail, journal & banner advertisements $ 1,000 

Blast email campaign: 8 separate email blasts to target list of ESP members $ 3,600 

Enduring material production 

Digitizing, Edit decision list and logging of footage $ 1,520 

Digital Capture Station $ 6,000 

Editing of all video and audio $ 6,750 

Authoring of Final Content for Web Delivery $ 3,240 

Adaptation of presentation slides to video format $ 2,000 

Creation of animations, highlights, lower thirds, additional graphics $ 1,250 

Adaptation of symposium program material design for Internet program and Render of all files $ 2,000 

Posting on EmergingSolutionsinPain.com 

Infrastructure programming $ 5,000 

Creation and posting of supportive text $ 3,500 

Creation of graphic user interface PHP and SOK $ 2,520 

140 minutes Encoding to Stream server $ 2,800 

Streaming Server Programming $ 8,820 

Streaming Minutes, Hosting, Maintenance and Troubleshooting $ 24,000 

Travel (film crew) $ 3,900 

Stock photo/footage purchase $ 1,000 

Approximate Total, .Direct Expenses $ 79,650 
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Proposal Number: 07-056a 

Date: February 21, 2008 

WOIWJW1 

101 Washington St, Suite 110 
Morrisville, PA 19067 

The Right Patient, The Right Therapy, The Best Outcomes: 
Understanding the Interface of Pain and Addiction 

An Accredited Self-Study Series of Three Streaming Video Modules Based on the Morning Plenary 
Session Symposium Held in Conjunction with the American Academy of Pain Management 

Projected Budget Estimate 

Detailed Budget Itemization 

Indirect Expenses 
Project management 

Review of footage for editing direction $ 2,100 

Coordination with internal teams $ 1,200 

Digital Media direction and coordination of all media $ 2,700 

Preparation and coodination of status meetingsfupdates $ 1,200 

Medical/scientific services 
Editing review $ 1,400 

Creation of additional self-assessment questions $ 1,200 

Creation of supporting documents for individual accredited self-study programs $ 500 

Proofreading $ 1,500 

Accreditation of program for CME, CPE, CNE $ 7,500 

Continuing Education participant certificates 

650 CE certificates; additional certificates to be charged at $15 each $ 9,750 

Data management 

Management of participant database $ 1,000 

Data analysis and reporting $ 2,250 

Shipping, Blank Media, phone and fax $ 1,500 

Administrative and accounting fees $ 2,390 

Total, Indirect Expenses $ 36,190 
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Proposal Number: 07-056a 

Date: February 26, 2008 

; 101 Washington St, Suite 110 
J Morrisville, PA 19067 

•• 'ti 

The Right Patient, The Right Therapy, The Best Outcomes: 
Understanding the Interface of Pain and Addiction 

An Accredited Self-Study Monograph Based on the Afternoon Case-based Plenary Session 
Symposium Held in Conjunction with the American Academy of Pain Management 

Projected Budget Estimate 

Cost Summary 

Approximate Total, Direct Expenses $ 55,800 

Total, Indirect Expenses $ 42,874 

The Interface of Pain and Addiction Accredited Self-Study Monograph $ 98,674 

Detailed Budget Itemization 

Direct Expenses, Approximate 

Transcription $ 750 

Insert page charges, Practical Pain Management Journal $ 34,800 

12-page article printed on matte cover stock as journal insert 

Blast email campaign $ 3,600 

Enduring material production 

Layout and typesetting $ 5,000 

Creation of supporting web pages for online posting $ 1,000 

Proofreading $ 6,000 

Programming of monographs, archiving $ 900 

Travel (medical writer) $ 1,950 

References $ 1,800 

Approximate Total; Diie'ct Expenses $ 55,800 
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Proposal Number: 07-056a 
Date: February 26, 2008 

WORUJWI IC • 

101 Washington St, Suite 110 
Morrisville, PA 19067 

The Right Patient, The Right Therapy, The Best Outcomes: 
Understanding the Interface of Pain and Addiction 

An Accredited Self-Study Monograph Based on the Afternoon Case-based Plenary Session 
Symposium Held in Conjunction with the American Academy of Pain Management 

Projected Budget Estimate 

Detailed Budget Itemization 

Indirect Expenses 

Project management 

Coordination with internal teams, PPMJ staff $ 1,800 

Preparation and coordination of status meetings/updates $ 900 

Medical services 

Transcript review $ 2,400 

Outline creation $ 1,600 

Creation of monograph based on transcription, review with faculty $ 8,000 

Development of supporting verbiage (needs assessment, objectives, etc.) and self-assessment $ 1,600 

Incorporation of revisions $ 2,400 

Fact-checking $ 2,000 

Accreditation of program for CME, CPE, CNE $ 7,500 

Continuing Education participant certificates 

650 CE certificates; additional certificates to be charged at $15 each $ g,750 

Data management 

Management of participant database $ 1,000 

Data analysis and reporting $ 2,250 

Administrative and accounting fees $ 1,674 

Total, Indirect Expenses $ 42,874 
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Disclosure 
It is the policy of Medi Com Worldwide, Inc. to plan and implement educational activities 
in accordance with ACCME, ACPE and CA Board of Nursing. As a provider it is the 
policy of MediCom Worldwide, Inc. to ensure balance, independence, objectivity and 
scientific rigor in all its sponsored educational activities. 
All program planners, faculty, and providers are required to disclose any relevant 
financial relationships they may have or have had within the last 12 months with 
commercial supporter or the manufacturer(s) of any commercial device(s) discussed in 
this educational activity. Faculty have been asked to disclose this information to the 
CME audience verbally and on introductory slides at the beginning of their 
presentations. 

Conflict of Interest 
Resolution Statement 
MediCom Worldwide, Inc. has established policies in place that will identify and resolve 
conflicts of interest prior to this educational activity. When individuals in a position to 
control content have reported financial relationships with one or more commercial 
interests, MediCom Worldwide, Inc. works with them to resolve such conflicts to ensure 
that the content presented is free of commercial bias. 
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Exhibit B 

FENTORA Risk Management Program 

Provider is aware that FENTORA ™ (fentanyl buccal tablet) [C-11] was approved subject 
to a Risk Minimization Action Plan (RiskMAP). The RiskMAP includes key safety 
messages that are essential to the safe use of this product. They are: 

• FENTORA is indicated for the management of breakthrough pain in patients with 
cancer who are already receiving and who are tolerant to opioid therapy for their 
underlying persistent cancer pain. 

• FENTORA is contraindicated in the management of acute or postoperative pain, 
because life-threatening hypoventilation could occur at any dose in patients not 
taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 
• No misuse of FENTORA should occur. 
• Unintended (accidental) exposure to FENTORA should not occur. 
• Patients considered opioid tolerant are those who are taking at least 60 mg oral 

morphine/day, at least 25 mcg of transdermal fentanyl/hour, at least 30 mg of 
oxycodone daily, at least 8 mg of oral hydromorphone daily or an equianalgesic 
dose of another opioid for a week or longer. 

• Instruct patients/caregivers that FENTORA can be fatal to a child. Keep all units 
away from children and discard properly. 

• FENTORA is intended to be used only in the care of opioid tolerant cancer 
patients and only by healthcare professionals who are knowledgeable of and 
skilled in the use of Schedule II opioids to treat cancer pain. 

ACTIQ Risk Management Program 

Provider is aware that ACTIQ® (oral transmucosal fentanyl citrate) [C-11] was approved 
subject to a Risk Management Program (RMP). The RMP includes key safety 
messages that are essential to the safe use of this product. They are: 

Highly Confidential 

• ACTIQ is indicated only for the management of breakthrough cancer pain in 
patients with malignancies who are already receiving and who are tolerant to 
opioid therapy for their underlying persistent cancer pain. 

• ACTIQ is contraindicated in the management of acute or postoperative pain, 
because life-threatening hypoventilation could occur at any dose in patients not 
taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 
• Patients considered opioid tolerant are those who are taking at least 60 mg 

Morphine/day, 50 mcg transdermal fentanyl/hour, or an equianalgesic dose of 
another opioid for a week or longer. 

• Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep all units 
from children and discard properly. 

• ACTIQ is intended to be used only in the care of cancer patients and only by 
oncologists and pain specialists who are knowledgeable of and skilled in the use 
of Schedule II opioids to treat cancer pain. 
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~Cephalon· 

ddvermore> 

May 28, 2008 

Ms. Joen Meyer 
President 
MediCom WortdWide, Inc. 
101 Washington S1reet 
Morrisville, PA 19067 

AND 

Ms. Jerrie Lynn Kind 
Executive Director 

~:~~~e~~~ f:~n Management Nursing 

Olathe, KS 66061 

-~phaknccm -·"' d\'i!oore,Roi,ij 

P.0,b40ll 
frazs,PA 19355 

~::rie:;t~: 

Re: Amendment No. 1 to "American Society for Pain Medicine Nursing 
SateHite $ymp9sium and Enduring Materials~ Agreement 

Dear Joan and Jerrie Lynn: 

This letter is to confirm our understanding concerning an amendment to be made 
with respect to the "American §gciety for Pain Medicine Nursing Satellite Symposium 
and Enduring Materials" Agreement dated as of July 27, 2007, (the "Agreemenr), 
between Cephalon. Inc. ("Cephalon') and MediCom Worldwide, Inc ("IEP Provider") and 
American Society for Pain Management Nursing ("Educational Partner'). All terms not 
otherwise defined herein are used as defined in the Agreement. 

The purpose of this Amendment is to authorize the IEP Provider and the 
Educational Partner to modify the terms of the project under the Agreement. 

The Agreement is hereby amended as follows: 

1. The modified project is described in the attached Exhibit A-1, which shall 
replace Exhibit A for purposes of the Agreement. 

2. The project cost, payment schedule and project schedule for the modified 
project are also described in the attached Exhibit A-1. 

3. Except as amended hereby. the Agreement remains in full force and effect. 

ExhibitA-1 

Copy of Grant Reque9t 

If the foregoing accurately reflects your understanding as to these matters, 
please indicate your agreement in the space provided below, and return one fully
executed original to me. 

~ 
ell, MB, Ch.B., MRCP 

Vice President 
e Med and Reg Operations 

I\Hr-t-~ ~~ ' "':° I 
Jj2t.- 1"""1''·· 

Acknowledged and agreed to by: 

=~~''.;J Name:~ 
Tltle: President 

Date l,-4-()( 

AND 

AMERICAN SOCIETY FOR PAIN MANAGEMENT NURSING 

By:~ 1 ; 9 l,Q~ix£l 
Name::iF ynn Kina 
Title: Executive Director 

Date: (ol\.D[OC 
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■ .... i 
March 12, 2008 

Bhava\ Shah-Bell, PhD 
Ceplialon, Inc. 
41 Moo.-es Road 
Frazer, PA 19355 

Dear Dr. Shah-Boll: ~ ~ 

The following educational grant req~st is su~m~· ed . an addendum to the ..,,{evious!y 
submitted grant request for the Amencan Society Pain Management NJrSes. _As a 
result of review and identified educational need e have expanded the scope of our 
program and designed the program to allow for live as well as vicieo based assessment 
and interview challenges. ~ 

. . ~ 
Based on the identifi~=t1onal need, M:~~~ is requesting an educational grant 

~~m~=~~::;r~~fnrt ~:::ev:~~.0et~~~~~~'~; ~:l~i~~e~:,= of 
2008 in Tucson, Arizona. In addition to the live program MediCom 1s requesting 
additional funding to provide enduring material support initiatives resulting from the 
content developed for the live meeting in order to maximize the reach to nurses 
throughout the United States. The activities described in this proposal include: 

1. Live symposium 
2. Internet based activity hosted by Medscape as well as 

EmergingSolutionsinPain 

The total grant request to fund these activities is $388,206; please refer to the detailed 
budget section of this proposal for complete grant funding details of the individual 
educational initiatives. 

These scientific events Yil'IW comply with all OIG, PhRAM, FDA, and ANCC regulations for 
industry•supported professional continuing education 

Thank you in advance, for your consideration of this request 

RespectflJlly, 

y,---rr""r 
Joan Meyer 
Executive Director, Continuing Education 

MediCom Worldwide, Inc. 
101 Washlnglen Street• Mortisvi•e, PA 19067 • 215-337-99&1 
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Program Objec:tiws 
Upon comP'etion of this activity, participants 5hould be ab&e to: 

Page2 

1 Describe communications techniques and screening tools used to measure pain 
and explain why they are necessary for the effective management of patients 
with chronic pain 

2. Indicate two reasons why risk assessment is necessary in the effective 
management of patients with chronic pain 

3. Identify three types of screening tools used to assess patients with chronic pain. 
for the risk of abuse, misuse, addiction an.d/or diversion of prescribed opioid 
medications and why their use contributes to a reduction in practitioner nabiijty 

4. Summarize the importance assessment results interpretation to developing an 
effective treatment strategy 

Target Audlonee ~ ~ 
Nursing participants attendirg the Amer'can Society ,/2,.., Management N s C0111erence 
Ta,get participation: 500atlendees 7 ' - • 

Program Format ' ~ 
L~ symposium held in cson, Arizona in conjunction with the American Society,<Sf 
Pain Management N Conference. The symposium will be based on interactive 
case baaed presenta on& as well as the inclusion of cidactic presentations by the 
multidiscipWnary faculty on the topics of effective assessment tools for etJaluatingltreating 
patients with chronic pain. The focus will be on the valuable participation of nurses in the 
overall evak.Jation and management of patient care 

To encourage actrve teaming and participation, MediCom will utilize a blend of 
prerecorded vide~ped patient•clinician assessment techniques as performed by a 
nurse and physician as well as We case -based assessment interactions. Cases will be 
designed with specific real life probiems, patient presentations and complaints that will 
demand learners to utilize analytic skills and determine appropriate course of action and 
treatment. This adivity is designed to offer a strong instructional foundation to meet the 
teaming objectives of acquiring knowledge, ski l s and influencing attitudes and 
behaviors. Each segment and case study will be led by a clinical expert to help guide the 
process and facilitate the best course of action. 
Agenda 

Presentation 1 · 
Assessment and Communication Tools and Techniques Designed to Guide Your 
Treatment 

• Multidimensional pain assessment tools 
• Techniques to optimize communication 
• Importance of obtaining an accurate base~ne pain assessment 
• Are we hearing what our patients are really telling us 

Proogsed Facylty; Christine Miaskowski, RN, PhD, FAAN 

Confidential 

CONFIDENTIAL 

Page4 

Program Title 

r,11':-.... ci1 ,...,0111 .'Vr 'le_, •11 l e nc 

Proqram Summary 

Refining the Art of Assessment in the Patient with Chronic Pain: 
The Key to Minimizing Risk and Improved Outcomes 

Program Overview 
According to a recent survey, 80 million Americans experience pain and is the third 
leading physical impairment in the United States following cancer and heart disease. 
Despite the prevalence of pain disorders among Americans, the number of patients 
reporting adequate pain relief is less than optimal. According to a survey conducted by 
the American Pain Society, only 40% of people suffering from moderate to severe pain 
have experienced relief . 

Assessment of the patient experiencing pain is the corneratone to optimal pain 
management. However, the quality and utility of any assessment tool is only as effective 
as the clinician's ability to thoroughly focus on the patient. 
One ot the key issues in pain management today is the challenge of appropriately assessing the 
patienl This assessment must focus on tests that elucidate the physical disease or disorder, so 
that appropriate therapy may be initiated. For those patients who may be presoit>ed opioid 
analgesics, however, this assessment must include a proactive and thorough assessment of risk 
potential fOl optOid misuse, abuse and addiction, as well. Through a thoughtful and proactive 
combination of these two assessment processes, clinicians may be more informed concerning 
the type, duration and dosage of therapy lhat will be most likely to contribute to positive 
outcomes. For many patients with chronic pain, this therapy will include a trial of an opioid; 
however, not every patient is an appropriate candidate for opioid analgesics, and one of lhe 
goals of this asseasment process is to determine the most appropriate therapeuOC regimen for 
the individual patient 

The tactics of a thoughtful and thorougl'I assessmen~ followed by ongoing monitoring, are not 
only good medical practices that will support improved outcomes, however. The$,e are al6o 
processes that are required when any oontrolled substance is prescribed. In today's ciink:al 
environment, ciinicians are sautinized by legal and regulatOIY authorities with regard to their 
prescribing of c.ontrolled substances, and the media is increasingly foo.lsing on issues 
surrounding illicit uae of prescription medications. 

Due to the increasing focus on safe and effective prescribing of opioids that effectively minimizes 
possible negative consequences of opioid misuse, this symposium will be designed to inc:orporate 
a blend of didactic presentations, prerecorded 'Jideo case vignettes as well as We interview 
scenarios based on a 5eries of case studies designed to provide the attendees with insights arid 
interviewing teehn~ues to assure e thorOUgh assessment in which to make the most appropriate 
diagnosis and subsequent treatment plan. 

Each of segments will be followed by a question and answer session that encourages frequent 
audience interaction with facu~. The symposium will conclude with a ravi&W of ca&e& a& 
presented and a summary "best practi,:.e.s,· information presen~d. 

Presentation 2: 
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Professor and Associate Dean for Academic Affairs 
Department of Physiological NursWlQ 
University of California, San Francisco 
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Moment of Truth: Tools and Techniques Needed To Manage the Patient with Chronic 
Pain 

Identify effective clinical strategies and treatment optionli which demonstrate 
how appropriate asses&ments and tools may be incorporated into the cl.ink.al 
setting 

• Assessing aberrant bel'laviors and how they may be managed effectiveyly 
Key dinical indicators in determining diagnosis based on assessment 
a Guidelines in managing treatment 
b. Understand myths and misconceptions to remove baniefs to 

effective treatment 

Steven D. Puaik, PhD 
Associate Attending Psychologist 
Memorial Sloan•Kettering Cancer Center 
New York, New York 

cue-eased Interviews: What la Your Diagnosis? 
Cases will be designed to address real life clinical prac:tice and patient 
p,eaentatlons based on key chaJlengea of patients presenting as chemical 
copers, psaudo■ddiction, opioid tolerant, drug seekers 

Vtdeo and live interview segments guided by the clinical experts 
• ARS used to poll audience on their diagnosis 
• Panel discussion of audience resutts and rationale 

Presentation 3: 
~ Up: Understanding Why Objective As.sessmenl Rosu"• Improve the Patient-
Practitioner Relationship 

Importance of reduction of risk coupled with appropriate use of medications 
Awareneu of risk potential - using the right medication with the right patient 
Based on pain characteristics and type identify pMrmacologic and 
nonpharmacologic treatment decisions driving plan of care 

Panel Discussion I Q&A 

Steven Stanos, DO 
Medical Diredor 
Chronic Pain Care Center 
Rehabilitation Institute of Chicago 
Chicago, IL 
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Invitation/Distribution Proceu: 

Live Event 
The live symposioo, will be announced and promoted through the use of approximately 
4,000 printed invitations via direct mail to identified target audience related to the 
scientific conference. 

Enduring Material 
Onllne Adaptation: The internet adaptation will be released following the live symposium 
11 video adaptation. Online posting will be available to participants one year from the 
original pelting date. 
Activity will launch via Medscape.com as well as Emergingsolutionsinpain.com no less 
than 90 days post-live event and will maintain acaeditation throughout a 12-month 
hosting period. Awrage CNE completion goal of 500 completed activities per Medsoape 
hosting site per month and additional 150 completions per month hosted by ESP. 
Target Launch Date: ESP: October 2008 

Medscape: December 2008 

Requalfor Sponsor Suppo,t Liw "-
~ a supplement to these primary method&, MediCom Worl~. Inc. may 
request the assistance of Cephalon, Inc. in the dissemination of information 
regarding this program to the medical ccmmunily. The content of such 
information, however, is the responsibility of MediCom and any such distribution 

. will solely be as a supplement to MediCom's primary methods of announcement 
and promotion. 

CE: Provider 
The symposium will be accredited by MediCom Worldwide, Inc. in joint sponsorship with 
the American Society of Pain Management Nurses. Each activity will be approved for 1.0 
contact hours. 
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multifaceted precess. Nl.mefic indicators cannot measure disability, coping skills or 
mooct' . The fifth vital sign, pain, remains totaMy subjective, unlike objective blood 
pressure measurement or diagnostic tests, and II a retult, patient sett report remains 
the mainstay of pain assessmenf. Hoalthcare provideri are challenged to develop more 
precise and objective measures of pain. Until something better comes along, the time
honored bedside skills of listening, observing and lntel'J)reting are the most reliable tools 
for effective pain assessment. This method of communication means inviting the patient 
to open-up and communicate the necessary information needed to assess pain and its 
effects properly. The dinicfan must ask the patient open1nded questions in order to get 
at the root of the problem. Asking the patient if he has pain will not provk:le an adequate 
answer to the clinician. A patient stating that she is in pain will not offer enough 
information to the clinician for development of a therapeutic solution. Instead, cfinicians 
need lo ask the patient what the pain is like; ask for a deocriplion. 

11 means Hstonir>g with empathy, using heart af1d mind lo believe what the patient is 
otaling and to leglimlza er advocate the patient's pain while underslanding what the 
patient is trying to say and imagining the patient's pain experience. Us1ening means no 
talking, and no thinking about the next question 0t conjuring a l'ftl)Of'\$e. Mer tMy 
li•tentng to the patient. the practitioner needl to summarize what is belteVed to have 
been heard back to the patient for confirmation. If a patient states that her pain becomes 
intenae after standing on her feet all day at work, the dinician may summarize by saying: 
~so: )'Our pain worsens in the evening hours, after you arrive home from work." This third 
communications step reduces the Mkelihood of miecommunication or assumption. This 
three-step method of communication: invite, listen and summarize on behalf of the 
clinK:ian confirms to the patient that there is genuine interest in the patient as a person, 
and that he/she is not merely representative of I disease or condition. Other factona may 
1110 affect the discussion surrounding assesament. Stereotypes, fear, bias and 
preconceived notKJns may color practitioner-paUent communications and interfere with 
effKnve pain patient assessment and management 7. 

Validated multidimensional pain asaessment tools exist and are designed to facilitate 
theee discussions. The Short Fonn McGill Que&tionnair1 ig an excellent example of a 
tool that includes infom,ation to assess both sensory and affective domains. The long 
Mc:GiH form provides sufficient questions to useu not only &9f1$0fY and affective 
components of pain, but evalualivo compononta as - - Equally important is the ability 
af the patient in pain to verbalize the pain experience to the ctnician. The patient must 
•-in lemn, lhal will instill oompassion yet provide V<Hbal l,iggers -I lo the 
practitioner in order to gain a clear cftnical picture of the pattent's current heatth. 
Clinically, pain is whatever the per900 says he or she Is experiencing whenever he or 
she says it occurs. With this in mind, pattents need to be dear with their health care 
providers. Type of pain, location, onset, duration, freq"8ncy, and intensity are essential 
to proper asaessment A discussion related to factors that either alleviate or aggravate 
the pain will also help determine course of therapy. Too often patients may be reluctant · 
to admit to their health care providers that they have pain and may attempt to minimize 
its frequency or severity. Patients may feet they must suffer in pain not realizing they can 
expect pain relief, and may be concerned about taking pain medications for fear of 
associated side effects and the attached stigma of ~drug-user". Both the patient's level of 
knowledge and belief system regarding pain will play heavily agatnst if and how the 
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Needs Auesement 
Every day, nurses in al clinical settings work ciosely ..tth palienls who an, experiencing 
various types and intensities of pain. Advances in pain management have gMln preeent 
patients and their families a variety of options that allow them a renewed dimension to 
the quality of their lives. Becau1e of this it ie important that nurses keep up to date on 
basic principles of assessment, pain management/treatment options and current 
pharmacologic and nonphamiacologic approaches. 

To be-tter understand the potential educational needs, MediCom Woridwide, Inc has 
utilized the following sources of information· 

2006-2007 MediCom Needs Assessment Sur,ey 
• 2007 Survey of Part~•· al the ASPMN SympooiUm 

Consultation with Ni.ning Advisors in the Field of Pain Management 
• Environmental Seen 

o Literat\M'e Review 
o Pain Managemem Core Competency ~ for Nu..eo 
o Thenlpeutlc R-arch Review 
o Pain ~ Nu,...: Scope an</ Slandards of Prxtice 
o ANCC Pain Management Credentialing Requirements for 

Ongoing Education 
o APS Survey Publications 

Current Envlronm•nt and Standard of C.are 
Bamfll'S to Effflctlv• Pain Manag•ment 
Optimal treatment of chronic pain may be assisted by three paradigms: 

• Adequate model of asenament 
• Tr.atment focused on pathophysiology (whether phY9ical, paychoaocial, 

or some combination of these) 
• Frequent reasaessment of total social function 

Using these approaches, contribution to drug- abuse, diversion, and life deterioration can 
be largely avoided. 1 

Poor AsNumont of Pala: 1 bamlr lo-.. peln mana-nt 

Effective pain m._.,,.,,. begins with comprehensive and accurate aasassrnent of Ille 
patient experiencing pain and Is considered Ille cornerstone lo Ol)limal pain 
management. HCMNever, even With the assortment of validated and llmple aaesament 
tools avaMable for use (I.e., numerical ratings scale, Baker-Wong Feeee scale}, 
unidimenston.l metrics tend to fall shor1, unless the practitioner posse1see the ablNty to 
focus on the patient and engage in clear and open dialogue. 2-4 Pain a11essment II a 
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dialogue with practitioner will begin. The clinician's role is to act as advocate or provide a 
contad for edvocacy lo Ille patient ana help lllem optimize their expresolon rJ pain for 
improved communications and care outcomes. Patient advocacy supports the patient 
with the essentials needed to more clearly communicate with the healthcare provider at 
time of assessment"'-

Screenlng for Rl1k: preamble to effective pain management 

A multidimensional pain n1eament will include the follCMring domains: Pain, function, 
mood or affect, coping skills, and social support network.. It is the clinician's reaponaibility 
to initiate assessment conversation and employ multidimensional auesament tools that 
encourage patients to feel safe and ■Uow them the freedom to communicate without 
judgment. Controlled substances may be abused, misused or diverted. Results from a 
recent study indicate that use~ of preoaibed oploias hod higl1et rateo of opioid and 
nonopioid abuse pmblemo compared wtlh nonuoers of preocribed oploids, bti 11\eoe 
higher rates IPt)e8fed lo be paniatly medialed by Gel)f1SSive and anxiety ai9orders." 

In patients receiving prescribed opioids, ciinicia<la Mad lo be alert lo drug abuse 
problem• and potentially mediating mental health disonlanl. To improw p,ac:lice 
performance when prescribing controlled &ubstances for pain, a comprw,ensivo 
assessment should include screening the patient for risk of drug misuse, abuse and 
addiction. Use of the Opioid Risk Tool (ORT), CAGE-AID, Screener and Opiola 
Assessment for Patients In Pain (SOAPP™), or alternate drug misuse ,screener helps to 
identify patients who will require further assessment to determine rt a more rigorous 
structure of treatment plan is neeaed lo contain riok for patient, practitioner and pradlce. 
Mental health assessment, e1peci1tly for anxiety, deprnaion and sleep disorders, 
common eomorbid conditions, is also suggested. Short form assessments, mentioned 
previoualy, serve to screen the patient to determine if further assessment by a mental 
health specialist ii necessary. 

Although patient self-report often correlates with problematic behaviors, it may also read 
to erroneous information, e1pecially if the patient is an addid or drug-seeker. Addid:1 
and people with criminal intent ~" in order to gain whal they want. Use of auesament 
tools ~ the clinician gain an objective measure of risk. M addid or drug seeker is 
not oa&i/y recognized. ThNe typos of patient do not always lool< or act a certain - · 
The dinician's own value judgm«m and prejudices may also offed lhe,-tic decislon 
making. s..-;ng tools provide objactive """1ics lo leml)Of &ubjadive asaumplions that 
may impede effadive lhetapy. Resulll from saeening do not equate to a aiagnosls. 
Reeult! simply otratify the patleT11 al low to high risk rJ abuse, misuse, addiction or 
d~ion. Patients who ocon, moaera~h risk require additional ana advanced 
assessment. All patienta in pain, whether assessed at high or low risk of drug abuse, 
misuse, or addiction have a right to obtain effective pain relief. Patients who obtain 
prescription drugs for resale and profit are criminals and clinicians must report known 
illegal sctivities to the proper authorities. 

Use of formal screening Instruments also provides the clinician and medical practice with 
documentation. Should a question arise, the patient's medical record will demonltrate 
the assessment results and therapeutic actions taken as a result of their interpretation. 
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Documented Need for Improved Communications and Assessment 

During assessment of pain the data provided by the patient to practitioner must be 
rnterpreted accurately to navigate a meaningful next-step question. 
Appropriate assessment of the patient in pain takes into consideration source, onset, 
severity, pattem, subtype, and cause of pain. These clinical cues may be interpreted by 
referring to evidence-based guidance from the American Pain SocM!ty, the American 
Geriatric Society, and the World Health Organization (WHO Analgesic Ladder). All of 
which offer fonnal guidance to the clinician to help navigate therapeutic decision-making 
based on assessment results .11

·
12 

Patients who suffer w.th chronic pain may wish to be pain-free but attaining that goal is 
not always possible. Basing therapeutic goals on reducing pain to a level that permits 
the patient to engage in functions they either enjoy or must do is practical and more 
frequently achievable. Appropriate and successful treatment is important because under
d iagnosed or under-treated pain has a profound impact on the patient's quality o( life, as 
well as cost of health care 

Undertreated pain may cause the patient to exhibit signs of aberrant drug-related 
behaviors. The patient whose pain is undertreated may request additional analgesia , 
may self-medicate, or may use other substances to alleviate tl'\e pain (i.e., alcohol). This 
condition is termed pseudoaddiction. Both pain assessment and risk assessment results 
will help the dinician detennine if pseudoaddiction is the problem. In this subset of 
patients, when analgesia is adjusted to provide ina-eased and effective pain relief, the 
aberrant behaviors resolve 

Patients who have been prescribed chronic opioid therapy may become tolerant or they 
may experience hyperalgesia as a direct effed from the drug. Drugs that once afforded 
these patients effective pain relief now appear to have no analgesic effect or may 
actuaily induce pain. Re-assessment for monitoring purposes is needed. Cellular 
receptors may become desensitized from chronic opioid administration. In these 
patie11ts, opioid rotation is suggested. Weaning the patient from the original drug and 
titrating to an alternate analgesic often solves this problem. Chronic opioid administration 
may also cause hypersenaitization of receptors. When this occurs, the analgesic drug 
causes pa.in rather than alleviating it. In this case, by lowering the dose in small 
increments, the analgesic effect is often restored. 

Very little attention has been given to chronic nonmalignant pain in the nursing literature. 
Although there has been increasing debate concerning prescribing practices among 
physicians for patients with chronic nonmalignant pain, little, if any, understanding exists 
about advanced practice registered nurses (APRNs) in this context.13 

Although the focus of pain assessment has shifted in recent yeara to examine the 
disparity of assessing pain in the non--verbal patient, there still exists need within the 
nursing community to improve pain assessment in the verbally~petent pain patient. A 
common assunption is that al nurses have the same baseline knowledge about pain, a 
potentially erroneous assumption that influences clinical practice. Nurses have varied 
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obtaining this test before presaibing opioids and only 15.0% performing urine toxicology 
tests on patients already prescribed opioids. 16 

Another recent study examined clinicians' evaluation and management of co-existing 
mental health, substance abuse, and chronic pain conditions in patients with prolonged 
critical illness in the intensive care environment. Results indicated several barriers to 
care which induded limited history taking and assessment of substance abuse and 
chronic pain conditions and the use of cognitive shortcuts. Consequences included 
nonintegration of substance abuse and chronic pain medications and diagnoses, 
episodic pharmacologic responses to psychobehavioral symptoms, and clinician1=>a'tient 
Wlterpersonal tension. Contextual factors involved ambiguous psychobehavioral 
symptomatology, patients' critical illness and inability to speak, and competing clinical 
goals. The study resulted in this conclusion: The explicit evaluation and management of 
substance abuse and chronic pain conditions was highly variable and inconsistent 
acr06$ cases. Findings suggest that substance abuse and chronic pain conditions 
require monitoring and management similar to that required for other chronic conditions. 
Multidisciplinary, individual-level, and system-level responses are warranted to address 
the complex interplay of barriers, consequences, and context. 11 

A final study examined the International Classification of functioning Disability and 
Health (ICF) Core Sets for chronic low back pain. The investigators examined if the 
quesuons asked were reflective of the patient's greatest concerns. It was reported that 
two questions (one related to recreation and leisure functioning and the second related 
to the ability to care for household objects} which were of greatest concern and most 
meaningful to the patient were not included in the brief core score used in assessment of 
functionality rela1ed to pain. These results demonstrate the asses.smant~isconnect 
between healthcare providers and their patients, and suggest th1it improved 
patient-focused questioning is needed20

• New reports suggest that functional 
assNSment (pinch, grip, range of motion) is also being added to comprehensive paln 
assessment for patients with rheumatoid arthritis to detect level of pain related ta 
function in disabled patients who have learned to compensate2 1

• These new forms of 
pain assessment rela'ted to functionality have yet to be adopted as routine in the clinical 
environment. Discussion and asaesament of funcUon relative to pain is 
recommended as an euential element of multidimensional pain aaaessmenL 

As mentioned, the gold-standard for pain screening and assessment is the patient 
report22. It is essential that the healthcare clinician who is with the patient at intake 
performing the initial assessment and subsequent re-assessments provides an accurate 
portrayal of the patient's report. Achieving optimal and safe pain-management pradices 
is only possible if the assessment report is genuine. Several studies have recently 
been published to reflect the need for improved assessment of paln.23•2" 

Research supports and also suggests that maladaptive beliefs on behalf of the patient 
~bout chronic pain can have a negative impad on adherence and treatment response.u. 

his up to the clinician to encourage the patient to reveal her beliefs about her pain 
experience. Some areas of exploration include: denial that mood affects pain, denial that 
pain affects mood, perception of blame, inadequate support, dt&ability entitlement. desire 
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experiences in education and pain management. In a study conducted by Michaels, et 
al, results demonstrated that nurses who received one educational activity about 
documentation of pain, patient satisfaction scores, and pain knowledge was not 
adequate to improve pain assessment and care. The authors suggest that pain 
education needs to be ongoing to change practice and affect overall pain management. 
Additionaly, the authors recommend that efforts in pain a55essment move beyond the 
basics to include assessment and communications that are safe, oppartune, evidence
based, and interdisciplinary1

'. Another recent study of nursing perceptions related to 
chronic pain management demonstrated the following areas of concern: pain 
asseS$ment (lack of recognition of pain, uncertainty about the accuracy of pain 
assessment and diagnosis) and treatment (reluctance to use opioids, WOIKing to 
individualize pain treatments, issues relating to physician trost of the nurse on 
prescribing patterns) 15

. 

A third study examined pain assessment in the geriatric verbal chronic pain patient and 
the investigators reported the following: Epidemiologic studies show a very high 
prevaJence of persistent pain, often exceeding 50% of community-dwelling otder persons 
and up to 80% of nursing home residents. Recently, there has been a major push to 
develop age.appropriate pain assessment too/.s, including several observer-rated scales 
of behavioral pain indicators for use in those with dementia. There has also been the 
release of several comprehensive guidelines for the assessment and management of 
pain in older persons, although the current evidence-base used to guide clinical practice 
is eKtremely limited. Unfortunately, despite these advances, pain remains grossly under 
treated in older persons, regardless of the healthcare setting 11

. 

In another study, nursing students in Louisiana were surveyed regarding their level o( 
knowledge in pain management. These survey results , published in 2006, reported that 
this papulation of nursing students collectively scored poorty (mean score of 64°.4) and 
these results indicate an inadequate level of knowledge, especially in regard to pain 
assessment, analgesic dosing and side effect management, and an unfounded fear 
related to pain patient addiction. Answers in response to a case study revealed that 
students frequently substituted their judgment for the patient's subjective judgment of 
pain. The survey investigators recommended that knowledge and attitudes about pain 
management in this nursing population were in need of improvement Despite the fact 
that these results originated from nur5ing students, students graduate to practice in the 
cUnicaJ environment. It is clear that improved communications in pain asseHment and 
management are needed, in addition to an improved competency and attitude towards 
opioid prescribing 17

. 

A fifth survey exam.ined clinician's practice behaviors related to opioid prescribing to 
patients with chronic pain. Concerns regarding opioid therapy inckJded prescription drug 
abuse (84.2%), addiction (74.9%), adverse affects (68%), tolerance (60.7%), and 
medication interaction (32%) The survey found that the majority of the respondents 
were comfortable in prescribing narcotics to patients with terminal cancer. However, they 
were '8ss comfortable p,escrib.ing narcotics to patients with low back pain and persons 
with a current or past history of drug or aJc:ohol abuse. Physician management practices 
suggested that urine toxicology tests were under-utilized with only 6.9% reporting 
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for medical breakttvough, skepticism of multidisciplinary approach, and conviction of 
hopelessness.2e The usual problems encountered in providing coherent and effective 
treatment for any chronic medical ilkiess are compounded in painful conditions by time, 
society's choices, and the cultural role of the patient Effective treatment strategies for 
these patients depend on the persistence of and accurate lntel'pl'atatlon of the 
aasessment resutts by the nurse clinician to the prescribing physician. '° 

The HealthCare Foundation of Califomia published an extensive document, entitled, 
Helping Patients Manage their Chronic Conditions in Jul'\e, 2005. The authors stress the 
importance of self-management support for patients with chronic conditions in order to 
encourage daily declsions that improve health-related behaviors and clinical outcomes 
The executive summary underscores the importance of collaborative decision making 
through information exchange exemplified through various dialogue styles between care 
providers and patients. The report stresses the importance of care teams who are 
assigned established roles Within the program and learn to effectively cross
communicate. Many sample dialogues are provided through-out the report and are 
meant to demonstrate effective communication styles through a series of questions and 
answers. The authors recommend self-management support as a means to inform and 
motivate patients with chronic conditions, leading to improved compHance and 
outcomes. This state-wide Initiative was developed out of a need for Improved 
perfonnance and exemplifies the aducatlonal need of nurses and other primary 
care providers to Improve patient communications techniques, especially In 
patients who require care for chronic condh:ion.&31

• 

In 2006, the Americart Medical Association published a voluminous report entitled: 
Improving Communication- Improving Care; an Ethical Force Program ™ Consensus 
Report. The goal of the report was to help health care organiZations commurticate better 
and promote patient-centered communications as a formal performance improvement 
initiative. The Ethical Force Program U&eS a three stage process for developing 
pert'oITnance improvement measures. tt selects a specific domain of ethics for 
perfoITnance measure development, works an iterative process to develop a trame\YOrk 
and expectations for assessing the domain, and presents a consensus on steps for 
healthcare organizations to use to assess and imp,ove their performance in that domain. 
This process is needs-based, as a thorough review of the literature and current 
performance in the selected area is assessed. It is clear from the amount of effort. 
cost and energy expended by this ethical task force that communications between 
patient and healthcare providers, including both physicians and nurse, is in need 
of improvement. 32 

The Physician-Nursing Relationship 

Two important and recent communications will significantly impact the physician-nurse 
relationship in the &ector of chronic pain management. 

The first is a ruling released by the Loui6iana State Court regarding a lawsuit Spine 
Diagnostics Center of Baton Rouge, Inc., versus Louisiana State Board of Nursing. 
The ruling states that chronic pain management is not within the tradltional scope 
of practice of a nurse aneathetiat. 33 other states may soon follow suit and as a result 
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pa,n management practice by advanced prac:tica n\.l'WI may be eurtaikKt or altered in 
some way. Altllma1oly, the onus is being fully plaC..S on nurMO to ensure 
Nduc:tlon of p,eventable complication& uaoclated with chronic concltlona, with 
NimbolrMment hinging on o- (pay for psrlormance) , as indica1ed by the 
second communication, the FY2008 lnpat;ert Prospec:tive Payment System (/PPS) 
ruling. ,.. These changes in scope o1 pradioe and responsibility underscore the need for 
nurses and physicians to communicate more closefy and work as an integrated team to 
reduce error and improve outcomes in their shared patients. Documentation of 
aneasments and dual interpretation of the assessment 11t1uhs will provide a 
confirmatory model of care. It is critical that both nu,.• and doctor ■re educated in 
the art and science of assessment for uM in improving outcofflfl In chronic pain 
management. 

Pain -gement Team and P•- Rolatlonohlp 

AIIHll'Oef'lt is an on-going and dynamic process. By involving the patient in his own 
care from the beginning of his healthcare ,ioumey, setting rea10nable and achievabie 
~ therapeutic goals, educating tho potiem abot.t the m.,,_.,..,t and not 
the Qff of her pain, using a multimodal approach, d iscontinuing or not selecting an 
opioid analgesic when the patient is not a candidate for opioid therapy, and assessing 
and monitoring the patient's pain, rislc of misuse, abuse, addiction and -n. and 
therapeutic progress; effective outcomes can be attatned. ' 7 Therapeutic compliance 
- to - and ufe pain Nilef. Education Is a key component of this 
p■r■dlam, not only for the hNlthal19 team, but ai.o for the patient 
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• 16% of the examination focuses on intervention 
• 17% of the examination focusM on patient and family education 

Attitude, Barriers and Knowledge Gap.s 
• There have been several practice gutdelines and regulatory 

guidelines put in place over the last aaveral years which have 
made an impact on healthcare dinici1ns' awareness of the 
prevalence of pain, and that physicians and nurses need to take a 
patient's statement of pain seriously. On the other hand there is 
still along way to go in changing people's stereotypes and really 
changing the culture. 

• Medical Schools and NU111ing Scroois spend little limo on pa;n 
management despite the priority. Pain ia not addressed in post 
graduate lnlining or adequately in the nUBlng curriculum. 
There stif1 exists a "mystic" around dYonic pain and a "fear" of 
p,naibing opioids. 
Educational gapa in understanding dvonk: pain syndromes. 
Differences in presentation and treatment 

Needs Asseument Sutvey/PUI P■rfJclpant Evaluation Outcome 
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To fur1her define the educational needs of dinicians, MediCom conducted a review of 
305 nursing professionals perceived continuing educational needs surveyed via email 
pool activity at the 2007 ASPMN nursing conferonce. Tho ourvey provided data 
regarding clinicians' top interest, preferred method of teaming and other details 
regarding continuing education. The following results demonstrate topics that the 
reopondents view to be the top 10 highest lnteresll In ongoing education in the field of pain 
management and ranked by priority of need. 

Edueaaona1 Assessment of Need• Hlah Moderate Low NA P~Oftty Priority Pr1orlty 

Assessment of pain X X 

Generld Ph■rmac.ology X 

Communication X 

Co morbidities associated with pain X 

Shared goal setting X 

Opioidl X 

P1ychiatry X 

Abute and Addiction Issues X 

Sleep Disorders X 
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Surveys 
National SYO'IY Buutts lndett NAed for IDV2ffi CqrM,un@ien, 
Recently published (2007) national 1un,ey resub of nunieo, physicians, and hospttat 
executives regarding the impact of the nursing shortage report that most respondenls 
found agreement in the shortage af nurses negatively impacting communications, 
patient-centered care and nurse-patient relationships. An additional area identified waa 
reduced time for team collaboration. In response to these findings, it is clear that efficient 
and effective communication it torely needecf'. 

One study in particular surveyed nursing students in Louisiana regarding their level of 
knowledge in pain management. These survey results, published in 2006, reported that 
this population of nursing students collectively scored poor1y (mean score of 64%) ind 
these results indicate an inadequate level of knowledge, especially in regard to pain 
aneasmenl, analgesic dosing and side effect management, and an unfounded fur 
related to pain patient addiction. Answers in response to a case study revealed that 
students hquently substituted their judgment for the petient's subjective judgment of 
pain. The suivay investigators reccm-., that knowledge and attitudeto about pain 
management in this nursing population were in need of improvement Despite the fact 
that these results qinatod l'rorn nursing students, students graduate to p,actice in the 
clinical envifOMleflt. It is dear that improved communications in pain assessmeri and 
management ..e needed, in addition to an improved competency and attitude towards 
opoid preocribing". 

_,,,,dGu-~nforee N-andRequi-tt>A-.. 
Pain---
Because pain is so important to th1 provision o1 health care today, many organizationt 
have developed standards by which those who provide health care can meaStJre their 
practice. Two such organizations are the Joint Commission on Accreditation of 
Healthcare Organizations and the American Academy of Pediatrics. These stand•d• 
indicate how serioualy theae national organizations view the redudion of pain and the 
provision of comfort for people of ■II ages. As stated previously, pain cannot be 
objectively measured in the same way, as for example, measuring the results of a blood 
test. Only the person who is suffering knows how the experience feell. The American 
Pain Sooety states that It is ' not the responsibility of the clients to p<ovo they are in pain; 
It is the nurses/physician's rHp<inslbilily to accept the patient's report of pain" . 

Pain-._- Nunlng: Scope and S- of Pnotke-.. Ongoing 
~ tor c-.iins, 
In a joint collaboration between the Amefican Society ot Pain Management Nuru,g and 
the ANCC tho mt national pain management nurse c:e<tification examination look place 
in 2005. Ongoing certif"ication en this field requffl pain management m..nes to obtain a 
minimum of 30 hours of continuing educ:ation in a three year period. The examination 
covens several domain& of practices relative to ongoing educati:Jnal needs. Following are 
the top three con, 8'ements: 

• 29% of the examtnatlon focusn on pain assessment 
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Mechanisms of Pain X 

Specific topics of interest related to pain are evaluated on an ongoing basis. The 
following information is a summary of comploted survey report& from 2006 through 2007, 
year to date. Total number of evaluations completed were 800; of those returned 
approximately 34% were from a health care professional in the field of nursing i.e.; RN, 
LPN, NP 

Topics of Interest No Interest 
Some 

Hlghl-lnterut 

Acute Pain Management 5% 35% 80% 

Chronic Pain Management 6% 1B% 78% 

Retearch and Scientific Application 20% 35% -Pharmacologal Advances in 
3% 15% 71% 

PaWI Manaaement 

Addiction, Abute 16% 31% 715% 

Need for Continuing Education 
Pain can alter the quality of life more than any other health-related problem. It interferes 
wrth sleep, mobility, nutrition, cognition and overall emotional welf..being. Even though 
pain is such an important obstacle to comfort, it is one of the least understood, most 
under-treated and often discounted problems of health care provider9. and their patients. 
Because of multiple barriers to adequate pain management, all patients are at risk for 
under treatment of pain. Since pain i1 identified and reported primarily through patient 
self-reporting, difficulty in communicating increases the patient's risk for under-treatment. 

Effective pain management by nurses requires them to have an understanding cf the 
biological basis of the pain interventions v..ttich may be used to control pain. In add~Nln 
an emphasis on a complete and ongoing pain assessment is paramount to developwig • 
comp,ehensiw treatment plan. Based on a ,_ of the literature, needs ..... men1 
surveys as well as input from c~nicat experts there is a comnued need to provide a 
platform for nursea to gain the most up to date information retattve to urveleved pain In 
chronic pain states. 
K-rArNsof-

Adopting commi.w,ication methodologies to improve ..... sment of pain 
• Recognizing what questions to ask the patient and wtien and how to Ilk them 
, Identifying and differentiating pain b81ad on the patient's sef..,_t 
• Improved accuracy related to interpretation of aa&essment _results to improve 

therapeutic strategy and treatment planning 
• Various pain expressions indicative of specific types of pain 
• Various types of pain indicative of condition-appropriate and 

evidence-based treatments 
• Improved risk assessment leading to improved risk containment 
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Conclusions 
Based on review of the literature, feedback from clinical experts, needs assessment data 
received from practicing pain management nurses and current standards and guidelines 
there is an ongoing need to provide knowledge and practice-based programs for nurses 
relative to the assessment and management of pain in everyday practice. 

The incidence of chronic pain and abuse of prescrip0on opioid analgesics continues to 
increase. Using assessment measures, effective and thoughtful patient-centered 
communication, and shared decision making, effective pain management can be 
reaized. 
All patients in pain deserve affective pain relief treatment. learning to stratify patients 
from low to high risk of dnJg abuse, misuse, addition and diversion by using on-going 
assessment and monitoring helps the clinician achieve safe and effedive pain 
management. Compliance by both patient and healthcare team helps to contain risk for 
all concerned, including the society at large. Education is a key component and is 
emphasized as essential by numerous experts in healthcare and chronic pain 
management. 
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Endurina Material ODtions 

Format Description Expected Reach 

Symposium adaptation: Symposium filmed and edited into Medscape nursing 
online accredited accredrted streaming video posted eNewsletter subscribers: 
streaming video program at Medscape.com 270,000 nurses; 600 
hosted on Medscape Program to be active and availabfe completions 

online for one year from posting 
date 

Symposium adaptation: Symposium filmed and edited into Expec1ed reach: 
online accredited accredited streaming video posted 500 nursing completions 
streaming video hosted at emergingsolutionsinpain.com 
on Program to be active and available 
emergingaolutionelnpain. online for _one year from posting 
com date 

Conffict of Interest Identification and Resolution 
MediCom Worldwide, Inc. is in full compliance with all rules and regulations put forth by 
the ACCME in the revised Standards for Commercial Support. MediCom has defined all 
those in position to control content as fao..ilty, authors, presenters, planning convnittee 
members and aM those internal staff who are in position to write, a~er or impact the 
content of a CME activity. 

All members identified in the planning process must provide signed disclosures to 
MediCom prior to the planning of the activity. 

When individuals in a position to control content have repcrted Financial Relationships 
with one or more commercial interests, MediCom works with them to resolve such 
conflicts to ensure that the content presented is free of commercial bias. The following 
mechanisms have been identified in which to resolve conflicts as identified: 

• Peer review of content by extemal reviewer 
• Content validation by external topic expert and internal MediCom clinical 

edltorial staff 
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Post-Activity Fwdlulclc 
Coorse ovalua1ion forms will be required for all participams Who seek to n,ceive 
continl.ing education credit. MedlCam will summarize the infomtation collected in a 
formal report to evaluate program -. and participant learning. 

Participants wil evaluate the following components: 

1. Ov,ran content 
2. Faculty teaching effectiveness 
3. Format 
4. U1ofulnes1 of information 
5. Relevance to practice setting 
6. Fair balance 
7. Impact to the care of tho patient experiencing pain 

In addition IO rating ocales participants will be asked to participate in ~post testing 
ocenarioo n a moaau..-it d learning. Leaming wm be analyZOd based on self. 
reported changes in knowledge o, perceptlono by the participants • a reaJlt of this 
activity and how .-II he or she wil be - to alJl)ly loaning to a specifoc practice setting. 
Three months post activity, participants wil be r-sed bNed on retention and 
incorporation 
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Buclgol: 
LM!Adlvl!y: 
ESP Hooting 
Medacapo Web Hosting 

Total Budget: 

Budget /fwporong •ml l!econcillallon: 

Approprislo Use of Commercial Suppotf: 

$175,610 
$ 79,946 
$132,650 
$318,206 
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a. Fund& should be in tho form of an educational gram madia pa~ to 
MediCorn Worldwide, Inc. 

b. No other funds from Cephalon, Inc. will be paid to tho program director, 
!acuity, o, olhero irwolvad wl1h the CE llclivity (addilional honoraria, extra 
IOcial events, etc). 

c. MedtCom WOf1dwide, Inc. wffl furnish the commercial interest with 
documentation detailing the receipt and expenditure of the commercial 
aupport within 90 days of adivtty completion. 

d. In tho event of program cancellation and or providen, inability to complete 
the activity as designed, provider agrees to retum all unused grant funds to 
Cephalon. Provider will fumieh Cephalon with documentation detailing any 
and all receipts of expenditure, related to expense incurred up to program 
cancellation 

Paymen!SlrucluA; 

50% duo upon signing al agreement 

Anal 50% due sept 1. 2008: 

$194,103 

$194,103 

Sbould proposal be accepted all Lettas of Agreement ,hall be signed by the following 
represetnatives: 
Jom. Meyer 
President 
MediCom Worldwide, Inc 

Jerrie Lynn Kind 
Executive Director 
American Society for PBln Management Nursing 
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www.cephalon.com 

INDEPENDENT EDUCATIONAL PROGRAM GRANT AGREEMENT 

Cephalon, Inc. 

4 1 Moores Road 

P.O. Box 4011 

Frazer, PA 19355 
Phone 610-344-0200 

Fax 6 I 0-344-0065 

This Agreement is entered into as of this 20th day of August, 2008, by and 
between Cephalon ("Cephalon"), located at 41 Moores Road, Post Office Box 4011, 
Frazer, PA 19355, and MediCom Worldwide, Inc. ("Provider") located at 101 Washington 
Street, Morrisville, PA 19067. 

WHEREAS, Cephalon has reviewed Provider's grant request to support a medical 
education program ("Program"); and 

WHEREAS, Cephalon has determined that the Program has the potential to 
address educational gaps and improve patient care; and 

WHEREAS, it is the intent of the parties to ensure that the Program will be 
independent, objective, balanced, scientifically rigorous, and have reasonable 
expectations of meeting its educational objectives so that it will not be viewed by the 
United States Food and Drug Administration ("FDA") as promotional and that Cephalon 
will not be viewed as responsible for its content; and 

WHEREAS, Cephalon agrees to provide funding for the Program under the 
conditions set forth below. 

NOW THEREFORE, Provider and Cephalon agree ta the fallowing terms under 
this Agreement: 

1. Title of Program. The Educational Program is entitled "Minimizing Risk and 
Improving Outcomes in Chronic Pain: A Focus on the Challenge of 
Communication and Interviewing Skills in Assessing Pain Patients," and a copy 
of the grant request for the Program is attached hereto as Exhibit A. 

2. Type of Program. The Program is: 

rgjaccredited (e.g., continuing medical education or "CME"); or 
Dan independent program where CE credits will not be offered. 

3. Educational Partner. The Provider □shall ~ shall not use a third party that will 
provide assistance in support of the Program ("Educational Partner"). 

4. Educational Components. The expected components of the Program (e.g., 
number of live meetings, CD ROM, web-based, etc.) are as follows: 

(a) ICPCD Symposium; 
(b) ESP Website; 
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5. Program Purpose. The Program is for scientific and educational purposes only, 
and is based on established bona fide and independently verifiable patient and/or 
practitioner needs or gaps in healthcare performance, and is not intended to 
promote a Cephalon product, directly or indirectly. The Program is not a repeat 
performance of a prior program. 

6. Grant Amount Funding Arrangements. 

(a) Cephalon will provide support for the Program by means of an 
educational grant in the total amount of $252,121, as set forth in the 
budget attached hereto, or a pro rata amount based on the actual work 
performed and expenses incurred by Provider in accordance with the 
Budget. If the Program is canceled or terminated prior to completion, 
Provider shall return the grant, or any unused portion thereof, to 
Cephalon within thirty (30) days of such termination or cancellation . 
Provider shall have full responsibility for all funding arrangements of the 
Program, including any funding to be provided to its Educational Partner. 
Payment terms of the grant shall be made in accordance with any 
schedule/criteria provided in the Budget. 

(b) Within ninety (90) days of completion of the Program, Provider shall 
provide Cephalon with a detailed reconciliation of actual expenses 
incurred, and to the extent Cephalon has overpaid Provider for same, 
Provider shall provide a refund to Cephalon within thirty (30) days 
thereafter. Such detailed reconciliation shall be forwarded to Cephalon at 
the address above to the attention of Bhaval Shah Bell, Ph.D. , Associate 
Director. 

(c) Provider may not use funds provided by Cephalon to pay travel, lodging, 
honoraria or personal expenses for non-faculty attendees. Grant funds 
may be used to reduce the overall registration fees for attendees. Grant 
funds may not be used to purchase capital equipment or to provide 
general operational support for an institution. Funds for hospitality shall 
not be provided, except that funds may be used for modest meals or 
receptions that are held as part of the Program, but such events shall not 
compete with, nor take precedence over, educational events. The 
appropriateness of any reception shall be at the sole discretion of the 
Provider, and Provider shall have final decision-making authority in 
connection with any such activities. 

(d) Funds may be used by the Provider to permit medical students, residents, 
fellows or other health care professionals in training to travel to and 
attend the Program; provided, however, that the selection of such 
students, residents or fellows who receive funds is made by either the 
academic or training institution, or, if by the Provider, such selection shall 
be made with the full concurrence of the academic or training institution. 
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7. Objectivity and Balance. Provider shall retain full responsibility for control of the 
content of the Program and shall ensure that the following requirements are met: 

(a) The Program material/information will be objective, balanced and free 
from commercial bias. All topics shall be treated in an impartial, unbiased 
manner. All discussions shall include a range of views about each class 
of drug and disease treatment options. Information shall not unfairly 
represent a spectrum of views favoring a product or class of products 
marketed by Cephalon or any other company. The title of the Program 
will fairly and accurately represent the scope of the presentation. 

(b) Provider agrees that neither Cephalon nor its agents shall control the 
content of the Program. Provider agrees that there will be no scripting, 
targeting of points for emphasis, or other activities by Cephalon or its 
agents that are designed to influence the content of the Program. 
Cephalon personnel will not attend content development meetings unless 
requested in writing by the Provider or the Educational Partner make 
presentations of disease data and/or Cephalon product data to faculty. In 
this instance, Cephalon personnel may stay only for this portion of the 
meeting, and the accredited provider must be in attendance. 

(c) If requested, in writing, by the Provider or Educational Partner, Cephalon 
Medical personnel may also provide written material on a Cephalon 
product or compound in development, such as spedfic product data, 
manuscripts, posters, product labels and other scientific material (not in 
slide format) in accordance with internal corporate guidelines based on 
the level of information that is acceptable to disclose. 

(d) Cephalon shall not review the Program for medical accuracy or 
completeness and the Provider and/or Educational Partner (if any) agree 
that they will not make such a request of Cephalon. 

(e) If a product marketed by Cephalon is the subject of discussion, the data 
will be objectively selected and presented, with an accurate reflection of 
favorable and unfavorable information about the product and shall also 
include a balanced discussion of prevailing information on alternative 
products and /or therapies. 

(f) Any suggestions of superiority of one product or treatment over another 
will be supported by the body of available data and will not result from 
selective presentation or emphasis on data favorable to a particular 
treatment. 

(g) Provider represents that neither it nor the Educational Partner (if any) has 
either an open complaint or decision from the Accreditation Council for 
Continuing Medical Education ("ACCME") or the FDA that a program 
provided by the Provider or the Educational Partner failed to meet 
standards of independence, balance, objectivity, or scientific rigor. 
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8. Risk Minimization Action Plan. Cephalon provides the following Risk 
Minimization Action Plan ("RiskMAP") information to all Providers. Neither 
Cephalon nor its agents shall influence or control whether a product marketed by 
Cephalon is the subject of discussion. A RiskMAP is a strategic safety program 
designed to meet specific goals and objectives in minimizing known risks of a 
product while preserving its benefits. Any product marketed by Cephalon that is 
approved with a RiskMAP, and the key safety-related health outcomes outlined in 
that RiskMAP, are listed in Exhibit 9. Provider agrees that it is aware of the 
RiskMAP(s) and the key safety messages. 

9. No Faculty Selection. Provider shall retain full responsibility for the selection of 
the presenters, authors, moderators, andlor other faculty (hereinafter referred to 
collectively as "Faculty"). Provider and/or Educational Partner (if any) shall not 
request recommendations for Faculty from Cephalon 

10. Disclosures. Provider will ensure meaningful disclosure of limitations of data 
(e.g., ongoing research, interim analyses, preliminary data, or unsupported 
opinion) . Provider will require that Faculty disclose when a product is not 
approved in the United States for the use under discussion. 

11. Question and Answer Session. To the extent the Program is a presentation, 
Provider will ensure meaningful opportunities for questioning by the audience. 

12. Financial Relationships. Provider will ensure meaningful disclosure to the 
audience of Cephalon funding and any significant relationship between individual 
Faculty and Cephalon. All meaningful disclosure(s) shall also be made in any 
written materials, including, but not limited to, announcements, brochures, syllabi 
and enduring material. Disclosures shall not mention product trade names. 

13. Representations and Warranties. Provider represents that: 

(a) Neither it nor the Educational Partner, if any, provides marketing, 
advertising, public relations, market research, medical education services 
or other consulting services (e.g ., support for advisory boards) to any 
other department within Cephalon ("Marketing Activities"); 

(b) If Provider or the Educational Partner has an affiliated company that 
provides Marketing Activities to Cephalon, Provider has instituted 
appropriate controls and safeguards to ensure the Program (i) remains 
independent, objective, balanced and scientifically rigorous, (ii) is not 
intended to promote a Cephalon product, directly or indirectly, and (iii) is 
not in any way biased due to the affliated company's relationship with 
Cephalon; 

(c) Provider has determined that it is appropriate to use the Educational 
Partner in light of the requirements under this Agreement; and 
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(d) If Provider or its Educational Partner employs a former Cephalon 
employee who worked at Cephalon at anytime during the most recent 
year and who had marketing responsibility in the therapeutic area that will 
be covered by the Program, then that former employee will not have any 
role in the planning, development or delivery of the Program. 

14. Invitations/Enduring Materials. The Program audience will be selected by the 
Provider. The Provider shall be responsible for distributing materials about the 
Program, including invitations, reminder notices, and business reply cards that 
can be used by third parties to obtain any enduring Program material from the 
Provider. 

15. Ancillary Promotional Activities. To the extent the Program is a live presentation, 
no promotional activities or product advertisements will be permitted in the same 
room as, or in an obligate path to, the Program. If the Program is a 
teleconference or webcast, no product advertisements or promotional activities 
will be permitted immediately prior to, during, or immediately after the delivery of 
the Program. If the Program is in print format, no product advertisements or 
promotional materials will be interleaved within the pages of the Program. If the 
Program is made available electronically, no product advertisements or 
promotional materials will appear within the Program material or interleaved 
between computer windows or screens of the Program, all as stipulated in 
ACCME Guidelines. 
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16. Compliance with Guidelines. Provider represents that the Program, including 
development of the Program and Program materials, shall conform to the 
American Medical Association ("AMA") Guidelines on Gifts to Physicians, the 
AMA Ethical Opinion on Continuing Medical Education, the ACCME Standards 
for Commercial Support, the FDA December 3, 1997 Final Guidance for Industry
Supported Scientific and Educational Activities, and the Pharmaceutical 
Research and Manufacturers Association ("PhRMA") Code on Interactions with 
Healthcare Professionals. 

17. Logistical Status Reports. Provider and/or Educational Partner shall provide 
periodic reports to Cephalon regarding the management and logistics of Program 
components . 

18. Miscellaneous. 

(a) No party shall use the other party's or its affiliates' name or trademarks for 
publicity or advertising purposes, except with the prior written consent of 
the other party. 

(b) Provider agrees to obtain all consents, authorizations, approvals and 
releases that may be necessary for the production of the Program and of 
any written materials prepared in connection therewith . 
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(c) No term, condition or other provision of any attachment or addendum to 
this Agreement shall supersede any term, condition or other provision of 
this Agreement, and with respect to any inconsistency or ambiguity, the 
Agreement shall control. 

IN WITNESS WHEREOF, the parties, by their duly authorized representatives, 
agree to comply with all the terms and conditions of this Agreement. 

The above signatory is a duly authorized 
corporate officer of the IEP Provider. 

Date: <?, / 1, 1 rtl! 
Tax ID#: g.._ ?.l- 3olc 

CEPHALON, INC. 
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Copy of Grant Request 
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June 12, 2008 

Bhaval Shah-Bell, PhD 
Cephalon, Inc. 
41 Moores Road 
Frazer, PA 19355 

Dear Dr. Shah-Bell: 

Based on the identified educational need in pain management, MediCom is requesting an 
educational grant from Cephalon, Inc. to support the development of a live symposium in 
conjunction with the following educational conference: 

• International Pain and Chemical Dependency Conference (ICPCD) scheduled to 
be held October 30 - November 1, 2008 in Philadelphia, Pennsylvania 

In addition to the live program MediCom is requesting additional funding to provide enduring 
material support initiatives resulting from the content developed for the live meeting in order to 
maximize the reach to healthcare professionals throughout the United States. The activities 
described in this proposal include: 

1. Live symposium held at ICPCD 
2. Online adaptation via streaming video hosted on 

www.emergingsolutionsinpain.com 

The total grant request to fund these activities is $ 252,121; please refer to the detailed budget 
section of this proposal for complete grant funding details of the individual educational Initiatives. 

These scientific events will comply with all OIG, PhRAM, FDA, and ANCC regulations for 
industry-supported professional continuing education. In so doing MediCom Worldwide, Inc will 
be solely responsible for the identification of educational need, development and control of 
content to be presented as well as faculty selection for each date and venue. 

Thank you In advance, for your consideration of this request 

Respectfully, 

/"' " . 
'7f"1--~ py'J 

/ ., 
Joan Meyer 
Executive Director, Continuing Education 

MediCom Worldwide, Inc. 
101 Washington Street• Morrisville. PA 19067 • 215-337-9991 

Page2 
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MediCom Worldwide . Inc. 

Program Summary 

Program Title 
Minimizing Risk and Improving Outcomes in Chronic Pain: A Focus on the 
Challenges of Communication and Interviewing Skills in Assessing Pain Patients 

Program Overview 
According to a recent survey, 80 million Americans experience pain and is the third 
leading physical impairment in the United States following cancer and heart disease. 
Despite the prevalence of pain disorders among Americans, the number of patients 
reporting adequate pain relief is less than optimal. According to a survey conducted by 
the American Pain Society, only 40% of people suffering from moderate to severe pain 
have experienced relief. 

Assessment of the patient experiencing pain Is the cornerstone to optimal pain 
management. However, the quality and utility of any assessment tool is only as effective 
as the clinician's ability to thoroughly focus on the palient. 

One of the key issues in pain management today is the challenge of appropriately 
assessing the patient. This assessment must focus on tests that elucidate the physical 
disease or disorder, so that appropriate therapy may be initiated. For those patients who 
may be prescribed opioid analgesics, however, this assessment must include a 
proactive and thorough assessment of risk potential for opioid misuse, abuse and 
addiction, as well. Through a thoughtful and proactive combination of these two 
assessment processes, clinicians may be more informed concerning the type , duration 
and dosage of therapy that will be most likely to contribute to positive outcomes. For 
many patients with chronic pain, this therapy will include a trial of an opioid; however, not 
every patient is an appropriate candidate for opioid analgesics, and one of the goals of 
this assessment process is to determine the most appropriate therapeutic regimen for 
the individual patient. 

The tactics of a t~oughtful and thorough assessment, followed by ongoing monitoring, 
are not only good medical practices that will support improved outcomes, however. 
These are also processes that are required when any controlled substance is 
prescribed. In today's clinical environment, clinicians are scrutinized by legal and 
regulatory authorities with regard to their prescribing of controlled substances, and the 
media is increasingly focusing on issues surrounding illicit use of prescription 
medications. · 

Due to the increasing focus on safe and effective prescribing of opioids that effectively 
minimizes possible negative consequences of opioid misuse, this symposium will be 
designed to incorporate a blend of didactic presentations, prerecorded challenging video 
case vignettes as well as live interview scenarios based on a series of case studies 
designed to provide the attendees with insights and interviewing techniques to assure a 
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thorough assessment in which to make the most appropriate diagnosis and subsequent 
treatment plan. 

Each of segments will be followed by a question and answer session that encourages 
frequent audience interaction with faculty. The symposium will conclude with a review of 
cases as presented and a summary "best practices" information presented. 

Program Learning Objectives 
Upon completion of this activity, participants should be able to: 

1. Describe communications techniques and screening tools used to measure pain 
and explain why they are necessary for the effective management of patients 
with chronic pain 

2. Indicate two reasons why risk assessment is necessary in the effective 
management of patients with chronic pain and demonstrate how to apply these 
assessments in the clinical setting 

3. Identify three types of screening tools used to assess patients with chronic pain 
for the risk of abuse, misuse, addiction and/or diversion of prescribed opioid 
medications and how their use contributes to a reduction in practitioner liability 

4. Summarize the importance assessment results interpretation to developing an 
effective treatment strategy and apply this to individual practice setting. 

Target Audience 
Nurses, Physicians, Pharmaicsts, Allied Health Professionals participating in the ICPCD 
Conference. 

Program Format 
The symposium will be driven by case examples and will provide attendees with a range 
of interview and interaction techniques and approaches. Presenters will have specific 
clinical expertise and special skills in communication and will facilitate interactive case 
based presentations as well as the inclusion of didactic presentations. 

To encourage active learning and participation, MediCom will utilize a blend of 
prerecorded videotaped patient-clinician assessment techniques as performed by a 
nurse and physician as well as live case-based assessment interactions. Cases will be 
designed with specific real life problems, patient presentations and complaints that will 
demand learners to utilize analytic skills and determine appropriate course of action and 
treatment. This activity is designed to offer a strong instructional foundation to meet the 
learning objectives of acquiring knowledge, skills and influencing attitudes and 
behaviors. Each segment and case study will be led by a clinical expert to help guide the 
process and facilitate the best course of action. 

Confidential Page 4 
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Agenda 

Presentation 1: 

- - -- .. - -·· · -- - --- --------------

Assessment and Communication Tools and Techniques Designed to Guide Your 
Treatment 

• Multidimensional pain assessment tools 
• Techniques to optimize communication 
• Importance of obtaining an accurate baseline pain assessment 
• Are we hearing what our patients are really telling us 

Presentation 2: 
The Chronic Pain Patient Identified At Risk 

• Identify effective clinical strategies and treatment options which demonstrate 
how appropriate assessments and tools may be incorporated into the clinical 
setting 

• Assessing aberrant behaviors and how they may be managed effectively 
• Key clinical indicators in determining diagnosis based on assessment 

a. Understand myths and misconceptions to remove barriers to 
effective assessment and treatment 

b. Demonstrating challenges and variable patient responses 

Case-Based Interviews: Test your Interviewing skills and techniques 
• Cases will be designed to address real life clinical practice and patient 

presentations based on key challenges of patients presenting as chemical 
copers, pseudoaddiction, opioid tolerant, drug seekers, chronic pain pt. with 
substance abuse disorder 

• Video and live interview segments guided by the clinical experts 
• ARS used to poll audience on their diagnosis 
• Panel discussion of audience results and rationale 

Presentation 3: 
Wrap Up: Understanding Why Objective Assessment Results Improve the Patient
Practitioner Relationship and Minimize Risk 

• Importance of reduction of risk coupled with appropriate use of medications 
• Awareness of risk potential - using the right medication with the right patient 
• Based on pain characteristics and type identify pharmacologic and 

nonpharmacologic treatment decisions driving plan of care 

Panel Discussion I Q&A 

Confidential Page5 
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Proposed Faculty 

Steven D. Passik, PhD 

Micke Brown, RN 
American Pain Foundation 

Howard Heit, MD 

Invitation/Distribution Process: 

Live Event 
The live symposium will be announced and promoted through the use of direct mail 
printed invitations to identified target audience related to the scientific conference. 
Enduring Material 
Online Adaptation: 
Video adaptation to website will occur following the live event held in October. 
Online posting will be available to participants one year from the original posting date. 

Activity will launch via Emergingsolutionsinpain.com (ESP) within 30 days post-live event 
and will maintain accreditation throughout a 12-month hosting period. Average 
completions of approximately 300 per hosting period. 
Target Launch Date: November 2008 

Request for Sponsor Support Live Event 
As a supplement to these primary methods, MediCom Wor1dwide, Inc. may 
request the assistance of Cephalon, Inc. in the dissemination of information 
regarding this program to the medical community. The content of such 
information, however, is the responsibility of MediCom and any such distribution 
will solely be as a supplement to MediCom's primary methods of announcement 
and promotion. 
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CME credit for physicians by the Accreditation Council for 
Continuing Medical Education. This activity will be approved 
for a maximum of 1.5 hours of category 1 credit toward the 
AMA Physician's Recognition Award. 

CPE credit for pharmacists by the Accred.itation Council for 
Pharmacy Education. This full-day activity will be approved 
for a maximum of 1.5 credit hours (0.15 CEU) for Continuing 
Pharmacy Education. 

CNE credit for nurses. This activity will be approved for a 
maximum of 1 .5 Contact Hours. 

Confidential Page7 
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MediCom Worldwide, Inc. 

Needs Assessment 

Overview 
Every day, clinicians in all clinical settings work closely with patients who are 
experiencing various types and intensities of pain. Advances in pain management have 
given present patients and their families a variety of options that allow them a renewed 
dimension to the quality of their lives. Because of this it is important that healthcare 
practitioners keep up to date on basic principles of assessment, pain 
management/treatment options and current pharmacologic and nonpharmacologlc 
approaches. 

To better understand the potential educational needs, MediCom Worldwide, Inc. has 
utilized the following sources of information: 

• 2006-2007 MediCom Needs Assessment Survey 
• 2007 Survey of Participants at the ICPCD Symposium 
• Environmental Scan 

o Literature Review 
o Therapeutic Research Review 
o Scope and Standards of Practice 
o APS Survey Publications 

Current Environment and Standard of Care 
Barriers to Effective Pain Management 
Optimal treatment of chronic pain may be assisted by three paradigms: 

• Adequate model of assessment 
• Treatment focused on pathophysiology (whether physical, psychosocial, 

or some combination of these) 
• Frequent reassessment of total social function 

Using these approaches, contribution to drug abuse, diversion, and life deterioration can 
be largely avoided.1 

Poor Assessment of Pain: a barrier to effective pain management 

Effective pain management begins with comprehensive and accurate assessment of the 
patient experiencing pain and is considered the cornerstone to optimal pain 
management. However, even with the assortment of validated and simple assessment 
tools available for use (i.e., numerical ratings scale, Wong-Baker FACES scale), 
unidimensional metrics tend to fall short, unless the practitioner possesses the ability to 
focus on the patient and engage in clear and open dialogue.2-4 Pain assessment is a 
multifaceted process. Numeric indicators cannot measure disability, coping skills or 
mood5

. The fifth vital sign, pain, remains totally subjective, unlike objective blood 
pressure measurement or diagnostic tests, and as a result, patient self report remains 
the mainstay of pain assessment.6 Healthcare providers are challenged to develop more 
precise and objective measures of pain. Until something better comes along, the time-
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honored bedside skills of listening, observing and interpreting are the most reliable tools 
for effective pain assessment.6 This method of communication means inviting the patient 
to open-up and communicate the necessary information needed to assess pain and its 
effects property. The clinician must ask the patient open-ended questions in order to get 
at the root of the problem. Asking the patient if he has pain will not provide an adequate 
answer to the clinician. A patient stating that she is in pain will not offer enough 
information to the clinician for development of a therapeutic solution. Instead, clinicians 
need to ask the patient what the pain is like; ask for a description. 

It means listening with empathy, using heart and mind to believe what the patient is 
stating and to legitimize or advocate the patient's pain while understanding what the 
patient is trying to say and imagining the patient's pain experience. Listening means no 
talking, and no thinking about the next question or conjuring a response. After truly 
listening to the patient, the practitioner needs to summarize what is believed to have 
been heard back to the patient for confirmation. If a patient states that her pain becomes 
intense after standing on her feet all day at work, the clinician may summarize by saying: 
"So: your pain worsens in the evening hours, after you arrive home from work." This third 
communications step reduces the likelihood of miscommunication or assumption. This 
three-step method of communication: invite, listen and summarize on behalf of the 
clinician confirms to the patient that there is genuine interest in the patient as a person, 
and that he/she is not merely representative of a disease or condition. Other factors may 
also affect the discussion surrounding assessment. Stereotypes, fear, bias and 
preconceived notions may color practitioner-patient communications and Interfere with 
effective pain patient assessment and management.7 

Validated multidimensional pain assessment tools exist and are designed to facilitate 
these discussions. The Short Form McGill Questionnaire is an excellent example of a 
tool that includes information to assess both sensory and affective domains. The long 
McGill form provides sufficient questions to assess not only sensory and affective 
components of pain, but evaluative components as well. Equally important is the ability 
of the patient in pain to verbalize the pain experience to the clinician. The patient must 
express in terms that will instill compassion yet provide verbal triggers essential to the 
practitioner in order to gain a clear clinical picture of the patient's current health. 
Clinically, pain is whatever the person says he or she is experiencing whenever he or 
she says it occurs. With this in mind, patients need to be clear with their health care 
providers. Type of pain, location, onset, duration, frequency, and intensity are essential 
to proper assessment. A discussion related to factors that either alleviate or aggravate 
the pain will also help determine course of therapy. Too often patients may be reluctant 
to admit to their health care providers that they have pain and may attempt to minimize 
its frequency or severity. Patients may feel they must suffer in pain not realizing they can 
expect pain relief, and may be concerned about taking pain medications for fear of 
associated side affects and the attached stigma of "drug-user". Both the patient's level of 
knowledge and belief system regarding pain wlll play heavily against if and how the 
dialogue with practitioner will begin. The clinician's role is to act as advocate or provide a 
contact for advocacy to the patient and help them optimize their expression of pain for 
improved communications and care outcomes. Patient advocacy supports the patient 
with the essentials needed to more clearly communicate with the healthcare provider at 
time of assessment.8

•
9 · 
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Screening for Risk: preamble to effective pain management 

A multidimensional pain assessment will include the following domains: Pain, function, 
mood or affect, coping skills, and social support network. It is the clinician's responsibility 
to initiate assessment conversation and employ multidimensional assessment tools that 
encourage patients to feel safe and allow them the freedom to communicate without 
judgment. Controlled substances may be abused, misused or diverted. Results from a 
recent study indicate that users of prescribed opioids had higher rates of opioid and 
nonopioid abuse problems compared with nonusers of prescribed opioids, but these 
higher rates appeared to be partially mediated by depressive and anxiety disorders.10 

In patients receiving prescribed opioids, clinicians need to be alert to drug abuse 
problems and potentially mediating mental health disorders. To improve practice 
performance when prescribing controlled substances for pain, a comprehensive 
assessment should include screening the patient for risk of drug misuse, abuse and 
addiction. Use of the Opioid Risk Tool (ORT), CAGE-AID, Screener and Opioid 
Assessment for Patients in Pain (SOAPP™). or alternate drug misuse screener helps to 
identify patients who will require further assessment to determine if a more rigorous 
structure of treatment plan is needed to contain risk for patient, practitioner and practice. 
Mental health assessment, especially for anxiety, depression and sleep disorders, 
common comorbid conditions, is also suggested. Short form assessments, mentioned 
previously, serve to screen the patient to determine if further assessment by a mental 
health specialist is necessary. 

Although patient self-report often correlates with problematic behaviors, it may also lead 
to erroneous information, especially if the patient is an addict or drug-seeker. Addicts 
and people with criminal intent lie in order to gain what they want. Use of assessment 
tools helps the clinician gain an objective measure of risk. An addict or drug seeker is 
not easily recognized. These types of patient do not always look or act a certain way. 
The clinician's own value judgments and prejudices may also affect therapeutic decision 
making. Screening tools provide objective metrics to temper subjective assumptions that 
may impede effective therapy. Results from screening do not equate to a diagnosis. 
Results simply stratify the patient at low to high risk of abuse, misuse, addiction or 
diversion. Patients who score moderate-to-high risk require additional and advanced 
assessment. All patients in pain, whether assessed at high or low risk of drug abuse, 
misuse, or addiction have a right to obtain effective pain relief. Patients who obtain 
prescription drugs for resale and profit are criminals and clinicians must report known 
illegal activities to the proper authorities. 

Use of formal screeni!"g instruments also provides the clinician and medical practice with 
documentation. Should a question arise, the patient's medical record will demonstrate 
the assessment results and therapeutic actions taken as a result of their interpretation. 
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Documented Need for Improved Communications and Assessment 

During assessment of pain the data provided by the patient to practitioner must be 
interpreted accurately to navigate a meaningful next-step question. 
Appropriate assessment of the patient in pain takes into consideration source, onset, 
severity, pattern, subtype, and cause of pain. These clinical cues may be interpreted by 
referring to evidence-based guidance from the American Pain Society, the American 
Geriatric Society, and the World Health Organization (WHO Analgesic Ladder). All of 
which offer formal guidance to the clinician to help navigate therapeutic decision-making 
based on assessment results. 11

•
12 

Patients who suffer with chronic pain may wish to be pain-free but attaining that goal is 
not always possible. Basing therapeutic goals on reducing pain to a level that permits 
the patient to engage in functions they either enjoy or must do is practical and more 
frequently achievable. Appropriate and successful treatment is important because under
diagnosed or under-treated pain has a profound impact on the patient's quality of life, as 
well as cost of health care. 

Undertreated pain may cause the patient to exhibit signs of aberrant drug-related 
behaviors. The patient whose pain is undertreated may request additional analgesia, 
may self-medicate, or may use other substances to alleviate the pain (i.e., alcohol). This 
condition is termed pseudoaddiction. Both pain assessment and risk assessment results 
will help the clinician determine if pseudoaddiction is the problem. In this subset of 
patients, when analgesia is adjusted to provide increased and effective pain relief, the 
aberrant behaviors resolve. 

Patients who have been prescribed chronic opioid therapy may become tolerant or they 
may experience hyperalgesia as a direct effect from the drug. Drugs that once afforded 
these patients effective pain relief now appear to have no analgesic effect or may 
actually induce pain. Re-assessment for monitoring purposes is needed. Cellular 
receptors may become desensitized from chronic opioid administration. In these 
patients, opioid rotation Is suggested. Weaning the patient from the original drug and 
titrating to an alternate analgesic often solves this problem. Chronic opioid administration 
may also cause hypersensitization of receptors. When this occurs, the analgesic drug 
causes pain rather than alleviating it. In this case, by lowering the dose in small 
increments, the analgesic effect is often restored. 

Very little attention has been given to chronic nonmalignant pain in the nursing literature. 
Although there has been increasing debate concerning prescribing practices among 
physicians for patients with. chronic nonmalignant pain, little, if any, understanding exists 
about advanced practice registered nurses (APRNs) in this context.13 

Although the focus of pain assessment has shifted in ·recent years to examine the 
disparity of assessing pain in the non-verbal patient, there still exists need within the 
nursing community to improve pain assessment in the verbally-competent pain patient. 
A common assumption is that all nurses have the same baseline knowledge about pain, 
a potentially erroneous assumption that influences clinical practice. Nurses have 
varied experiences in education and pain management. In a study conducted by 
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Michaels, et al, results demonstrated that nurses who received one educational activity 
about documentation of pain, patient satisfaction scores, and pain knowledge was not 
adequate to improve pain assessment and care. The authors suggest that pain 
education needs to be ongoing to change practice and affect overall pain management. 
Additionally, the authors recommend that efforts in pain assessment move beyond the 
basics to include assessment and communications that are safe, opportune, evidence
based, and interdisciplinary.14 Another recent study of nursing perceptions related to 
chronic pain management demonstrated the following areas of concern: pain 
assessment (lack of recognition of pain, uncertainty about the accuracy of pain 
assessment and diagnosis) and treatment (reluctance to use opioids, working to 
individualize pain treatments, issues relating to physician trust of the nurse on 
prescribing patterns). 15 

A third study examined pain assessment in the geriatric verbal chronic pain patient and 
the investigators reported the following: Epidemiologic studies show a very high 
prevalence of persistent pain, often exceeding 50% of community-dwelling older persons 
and up to 80% of nursing home residents. Recently, there has been a major push to 
develop age-appropriate pain assessment tools, including several observer-rated scales 
of behavioral pain indicators for use in those with dementia. There has also been the 
release of several comprehensive guidelines for the assessment and management of 
pain in older persons, although the current evidence-base used to guide clinical practice 
is extremely limited. Unfortunately, despite these advances, pain remains grossly under 
treated in older persons, regardless of the healthcare setting. 16 

In another study, nursing students in Louisiana were surveyed regarding their level of 
knowledge in pain management. These survey results, published in 2006, reported that 
this population of nursing students collectively scored poorly (mean score of 64%) and 
these results indicate an inadequate level of knowledge, especially in regard to pain 
assessment, analgesic dosing and side effect management, and an unfounded fear 
related to pain patient addiction. Answers in response to a case study revealed that 
students frequently substituted their judgment for the patient's subjective judgment of 
pain. The survey investigators recommended that knowledge and attitudes about pain 
management in this nursing population were in need of improvement. Despite the fact 
that these results originated from nursing students, students graduate to practice in the 
clinical environment. It is clear that improved communications in pain assessment and 
management are needed, in addition to an improved competency and attitude towards 
opioid prescribing. 17 

· 

A fifth survey examined clinician's practice behaviors related to opioid prescribing to 
patients with chronic pain. Concerns regarding opioid therapy included prescription drug 
abuse (84.2%), addiction (74.9%), adverse effects (68%), tolerance (60.7%), and 
medication interaction (32%}. The survey found that the majority of the respondents 
were comfortable in prescribing narcotics to patients with terminal cancer. However, they 
were less comfortable prescribing narcotics to patients with low back pain and persons 
with a current or past history of drug or alcohol abuse. Physician management practices 
suggested that urine toxicology tests were under-utilized with only 6.9% reporting 
obtaining this test before prescribing opioids and only 15.0% performing urine toxicology 
tests on patients already prescribed opioids.18 
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Another recent study examined clinicians' evaluation and management of co-existing 
mental health, substance abuse, and chronic pain conditions in patients with prolonged 
critical illness in the intensive care environment. Results indicated several barriers to 
care which included limited history taking and assessment of substance abuse and 
chronic pain conditions and the use of cognitive shortcuts. Consequences included 
nonintegration of substance abuse and chronic pain medications and diagnoses, 
episodic pharmacologic responses to psychobehavioral symptoms, and clinician-patient 
interpersonal tension. Contextual factors involved ambiguous psychobehavioral 
symptomatology, patients' critical illness and inability to speak, and competing clinical 
goals. The study resulted in this conclusion: The explicit evaluation and management of 
substance abuse and chronic pain conditions was highly variable and inconsistent 
across cases. Findings suggest that substance abuse and chronic pain conditions 
require monitoring and management similar to that required for other chronic conditions. 
Multidisciplinary, indiVidual-level, and system-level responses are warranted to address 
the complex interplay of barriers, consequences, and context.19 

A final study examined the International Classification of Functioning Disability and 
Health (ICF) Core Sets for chronic low back pain. The investigators examined if the 
questions asked were reflective of the patient's greatest concerns. It was reported that 
two questions (one related to recreation and leisure functioning and the second related 
to the ability to care for household objects) which were of greatest concern and most 
meaningful to the patient were not included in the brief core score used in assessment of 
functionality related to pain. These results demonstrate the assessment-disconnect 
between healthcare providers and their fatients, and suggest that improved 
patient-focused questioning Is needed.2 New reports suggest that functional 
assessment (pinch, grip, range of motion) is also being added to comprehensive pain 
assessment for patients with rheumatoid arthritis to detect level of pain related to 
function in disabled patients who have learned to compensate. 21 These new forms of 
pain assessment related to functionality have yet to be adopted as routine in the clinical 
environment. Discussion and assessment of function relative to pain is 
recommended as an essential element of multidimensional pain assessment. 

As mentioned, the gold-standard for pain screening and assessment is the patient 
report22

• It is essential that the healthcare clinician who is with the patient at intake 
performing the initial assessment and subsequent re-assessments provides an accurate 
portrayal of the patient's report. Achieving optimal and safe pain-management practices 
is only possible if the assessment report is genuine. Several studies have recently 
been published to reflect the need for Improved assessment of pain. 23

'
24 

Research supports and also suggests that maladaptive beliefs on behalf of the patient 
about chronic pain can have a negative impact on adherence and treatment response.24

•
29 

It is up to the clinician to encourage the patient to reveal her beliefs about her pain 
experience. Some areas of exploration include: denial that mood affects pain, denial that 
pain affects mood, perception of blame, inadequate support, disability entitlement, desire 
for medical breakthrough, skepticism of multidisciplinary approach, and conviction of 
hopelessness.26 The usual problems encountered in providing coherent and effective 
treatment for any chronic medical illness are compounded in painful conditions by time, 
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society's choices, and the cultural role of the patient. Effective treatment strategies for 
these patients depend on the persistence of and accurate interpretation of the 
assessment results by the nurse clinician to the prescribing physlcian.30 

The HealthCare Foundation of California published an extensive document, entitled, 
Helping Patients Manage their Chronic Conditions in June, 2005. The authors stress the 
importance of self-management support for patients with chronic conditions in order to 
encourage daily decisions that improve health-related behaviors and clinical outcomes. 
The executive summary underscores the importance of collaborative decision making 
through information exchange exemplified through various dialogue styles between care 
providers and patients. The report stresses the importance of care teams who are 
assigned established roles within the program and learn to effectively cross
communicate. Many sample dialogues are provided through-out the report and are 
meant to demonstrate effective communication styles through a series of questions and 
answers. The authors recommend self-management support as a means to inform and 
motivate patients with chronic conditions, leading to improved compliance and 
outcomes. This state-wide initiative was developed out of a need for improved 
performance and exemplifies the educaUonal need of nurses and other primary 
care providers to Improve patient communications techniques, especially in 
patients who require care for chronic conditions.31 

In 2006, the American Medical Association published a voluminous report entitled: 
fmproving Communication- Improving Care; an Ethical Force Program ™ Consensus 
Report. The goal of the report was to help health care organizations communicate better 
and promote patient-centered communications as a formal performance improvement 
initiative. The Ethical Force Program uses a three stage process for developing 
performance improvement measures. It selects a specific domain of ethics for 
performance measure development, works an iterative process to develop a framework 
and expectations for assessing the domain, and presents a consensus on steps for 
healthcare organizations to use to assess and improve their performance in that domain. 
This process is needs-based, as a thorough review of the literature and current 
performance in the selected area is assessed. It Is clear from the amount of effort, 
cost and energy expended by this ethical task force that communications between 
patient and healthcare providers, including both physicians and nurse, Is In need 
of improvement. 32 

The Physician-Nursing Relationship 

Two important and recent communications will significantly impact the physician-nurse 
relationship in the sector of chronic pain management. 

The first is a ruling released by the Louisiana State Court regarding a lawsuit Spine 
Diagnostics Center of Baton Rouge, Inc., versus Louisiana State Board of Nursing. 
The ruling states that chronic pain management is not within the traditional scope 
of practice of a nurse anesthetist.33 Other states may soon follow suit, and as a result 
pain management practice by advanced practice nurses may be curtailed or altered in 
some way. Alternately, the onus is being fully placed on nurses to ensure 
reduction of preventable complications associated with chronic conditions, with 
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reimbursement hinging on outcomes (pay for performance), as indicated by the 
second communication, the FY2008 Inpatient Prospective Payment System (/PPS) 
ruling.lo! These changes in scope of practice and responsibility underscore the need for 
nurses and physicians to communicate more closely and work as an integrated team to 
reduce error and. improve outcomes in their shared patients. Documentation of 
assessments and dual interpretation of the assessment results will provide a 
confirmatory model of care. It is critical that both nurse and doctor are educated 
in the art and science of assessment for use In improving outcomes In chronic 
pain management. 

Pain Management Team and Patient Relationship 

Assessment is an on-going and dynamic process. By involving the patient in his own 
care from the beginning of his healthcare journey, setting reasonable and achievable 
function-related therapeutic goals; educating the patient about the management and not 
the cure of her pain, using a multimodal approach, discontinuing or not selecting an 
opioid analgesic when the patient is not a candidate for opioid therapy, and assessing 
and monitoring the patient's pain, risk of misuse, abuse, addiction and diversion, and 
therapeutic progress; effective outcomes can be attained.37 Therapeutic compliance 
leads to effective and safe pain relief. Education Is a key component of this 
paradigm, not only for the healthcare team, but also for the patient. 
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Surveys 
National Survey Results Indicate Need for Improved Communications 
Recently published (2007) national survey shows results of nurses, physicians, and 
hospital executives regarding the impact of the nursing shortage report that most 
respondents found agreement in the shortage of nurses negatively impacting 
communications, patient-centered care and nurse-patient relationships. An additional 
area identified was reduced time for team collaboration. In response to these findings, it 
is clear that efficient and effective communication is sorely needed.36 

One study in particular.surveyed nursing students in Louisiana regarding their level of 
knowledge in pain management. These survey results, published in 2006, reported that 
this population of nursing students collectively scored poorly (mean score of 64%) and 
these results indicate an inadequate level of knowledge, especially in regard to pain 
assessment, analgesic dosing and side effect management. and an unfounded fear 
related to pain patient addiction. Answers in response to a case study revealed that 
students frequently substituted their judgment for the patient's subjective judgment of 
pain. The survey investigators recommended that knowledge and attitudes about pain 
management in this nursing population were in need of improvement. Despite the fact 
that these results originated from nursing students, students graduate to practice in the 
clinical environment. It is clear that improved communications in pain assessment and 
management are needed, in addition to an improved competency and attitude towards 
opioid prescribing. 37 

· 

Standards and Guidelines Reinforce Need and Requirement to Address 
Pain Management 
Because pain is so important to the provision of health care today, many organizations 
have developed standards by which those who provide health care can measure their 
practice. Two such organizations are the Joint Commission on Accreditation of 
Healthcare Organizations and the American Academy of Pediatrics. These standards 
indicate how seriously these national organizations view the reduction of pain and the 
provision of comfort for people of all ages. As stated previously, pain cannot be 
objectively measured in the same way, as for example, measuring the results of a blood 
test. Only the person who is suffering knows how the experience feels. The American 
Pain Society states that it is "not the responsibility of the clients to prove they are in pain; 
it is the nurses/physician's responsibility to accept the patient's report of pain". 

Attitude, Barriers and Knowledge Gaps 
• 

• 

There have been several practice guidelines and regulatory 
guidelines put in place over the last several years which have 
made an impact on healthcare clinicians' awareness of the 
prevalence of pain, and that physicians and nurses need to take a 
patient's statement of pain seriously. On the other hand there is 
still along way to go in changing people's stereotypes and really 
changing the culture. 
Medical Schools and Nursing Schools spend little time on pain 
management tlespite the priority. Pain is not addressed in post 
graduate training or adequately in the nursing curriculum. 
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• There still exists a "mystic" around chronic pain and a "fear" of 
prescribing opioids. 

• Educational gaps in understanding chronic pain syndromes. 
Differences in presentation and treatment 

Needs Assessment Survey/Past Participant Evaluation Outcome 

To further define the educational needs of clinicians, MediCom conducted a review of 
305 healthcare professionals perceived continuing educational needs surveyed via 
email. The survey provided data regarding clinicians' top interest, preferred method of 
learning and other details regarding continuing education. The following results 
demonstrate topics that the respondents view to be the top 10 highest interests in ongoing 
education in the field of pain management and ranked by priority of need. 

Educational Assessment of Needs 
High Moderate Low NA 

Priority Priority Priority 

Assessment of pain X X 

General Pharmacology X 

Communication X 

Co morbidities associated with pain X 

Shared goal setting X 

Opioids X 

Psychiatry X 

Abuse and Addiction Issues X 

Sleep Disorders X 

Mechanisms of Pain X 
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Specific topics of interest related to pain are evaluated on an ongoing basis. The 
following information is a summary of completed survey reports from 2006 through 2007, 
year to date. Total number of evaluations completed were 800. 

Topics of Interest No Interest 
Some High Interest 

Interest 

Acute Pain Management 5% 35% 60¾ 

Chronic Pain Management 6% 18% 76% 

Research and Scientific Application 20% 35% 45% 

Pharmacological Advances in 
3% 15% 76% Pain Management 

Addiction, Abuse 16% 31% 75% 

Need for Continuing Education 
Pain can alter the quality of life more than any other health-related problem. It interferes 
w~h sleep, mobility, nutrition, cognition and overall emotional well-being. Even though 
pain is such an important obstacle to comfort, it is one of the least understood, most 
under-treated and often discounted problems of health care providers and their patients. 
Because of multiple barriers to adequate pain management, all patients are at risk for 
under treatment of pain. Since pain is identified and reported primarily through patient 
self-reporting, difficulty in communicating increases the patient's risk for under-treatment. 

Effective pain management by nurses requires them to have an understanding of the 
biological basis of the pain interventions which may be used to control pain. In addition 
an emphasis on a complete and ongoing pain assessment is paramount to developing a 
comprehensive treatment plan. Based on a review of the literature, needs assessment 
surveys as well as input from clinical experts there is a continued need to provide a 
platform for nurses to gain the most up to date information relative to unrelieved pain in 
chronic pain states. 

Key Areas of Need 
• Adopting communication methodologies to improve assessment of pain 
• Recognizing what questions to ask the patient and when and how to ask them 
• Identifying and differentiating pain based on the patient's self-report 
• Improved accuracy related to interpretation of assessment results to improve 

therapeutic strategy and treatment planning 
• Various pain expressions indicative of specific types of pain 
• Various types of pain indicative of condition-appropriate and 

evidence-based treatments 
• Improved risk assessment leading to improved risk containment 
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Conclusions 
Based on review of the literature, feedback from clinical experts, needs assessment 
data received from practicing pain management specialists and current standards 
and guidelines there is an ongoing need to provide knowledge and practice-based 
programs for nurses relative to the assessment and management of pain in 
everyday practice. 

The incidence of chronic pain and abuse of prescription opioid analgesics 
continues to increase. Using assessment measures, effective and thoughtful 
patient-centered communication, and shared decision making, effective pain 
management can be realized. 

All patients in pain deserve effective pain relief treatment. Learning to stratify 
patients from low to high risk of drug abuse, misuse, addition and diversion by 
using on-going assessment and monitoring helps the clinician achieve safe and 
effective pain management. Compliance by both patient and healthcare team helps 
to contain risk for all concerned, including the society at large. Education Is a key 
component and Is emphasized as essential by numerous experts In 
healthcare and chronic pain management. 
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All members identified in the planning process must provide signed disclosures to 
MediCom prior to the planning of the activity. 

When individuals in a position to control content have reported Financial Relationships 
with one or more commercial interests, MediCom works with them to resolve such 
conflicts to ensure that the content presented is free of commercial bias. The following 
mechanisms have been identified in which to resolve conflicts as identified: 

• Peer review of content by external reviewer 
• Content validation by external topic expert and internal MediCom clinical 

editorial staff 

Disclosure Policy 

Medi Com discloses the following information to learners: 1) the name of the individual, 
2) the name of the commercial interest(s), and 3) the nature of the relationship the 
individual has with the commercial interest. MediCom also discloses to learners the 
name(s) of commercial interests supporting each CE activity. 

Faculty disclosures will be documented and available to all participants via written 
participant handout information i.e.; syllabi, introductory slides, workbooks. 
Disclosure will be made available to audience at the start of each activity. 

Post-Activity Evaluation and Feeback 
Course evaluation forms will be required for all participants who seek to receive 
continuing education credit. MediCom will summarize the information collected in a 
formal report to evaluate program effectiveness and participant learning. 

Participants will evaluate the following components: 

1. Overall content 
2. Faculty teaching effectiveness 
3. Format 
4. Usefulness of information 
5. Relevance to practice setting 
6. Fair balance 
7. Impact to the care of the patient experiencing pain 
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Confidential 

In addition to rating scales participants will be asked to participate in pre/post 
testing scenarios as a measurement of learning. Learning will be analyzed based 
on self-reported changes in knowledge or perceptions by the participants as a result 
of this activity and how well he or she will be able to apply leaning to a specific practice 
setting. Three months post activity; participants will be reassessed based on retention 
and incorporation of behavior changes within their specific practice setting. 

Faailty Cooflrmtd for ICPCO 

lnvttalions Distributed Via Dll9CI Mail 
lor ICPCD 

Live E""'"I ICPCO 

ESP Poeling 

Metric& anll eval data from ICPCD live 
tvenl 

MelllCS Iron, onllne lldM1y 

ICPCD Activity Timeline 

2008 

... 

Facully Confirmed for tCPCO May 1. 2008 

ln11ilatlon1 Oil!lllbuted 'Illa Dnct Mall for ICPCO July-AuguSI 200ll 

LlY8 Event ICPCO 

ESP Posting 

Mev1cs aM Evat Oala from tCPCD Live Event 

Melncs Jnim Online Al:IMI)' 
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MediCom Worldwide, Inc. 

Budget Summary and Options 

Budget Summary Live Activities 

Tactic 

Satellite symposium at 
2008 ICPCD international 
conference 

Symposium adaptation: 
online accredited streaming 
video hosted on 
emergingsolutionsinpaln.com 

ICPCD Accredited Satellite Symposium 
Proposal Overview 

Description Expected 
Outcome 

Expected reach: 

Three-speaker accredited 
250 ICPCD 
participants 

live symposium onsite; 

Symposium filmed and 
edited into accredited 
streaming video posted at Expected reach: 
emergingsolutionsinpain.c 300 completions 
om 

Program to be active and 
available online for one 
year from posting date 

Confidential 

' . . 

Proposed Budget 

Direct Costs $118,800 

Indirect Costs $53,375 

Total Costs $172,175 

Direct Costs $54,365 

Indirect Costs $25,581 

Total Costs $79,946 
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MediCom Worldwide, Inc. 
101 Washington Street 
Morrisville, Pennsylvania 19067 

Satellite Symposium in conjunction with the 8th International Pain and 
Chemical Dependency Conference 

Proaram Parameters 
Accreditation Hours 

Faculty 

Symposium AttendHS 

Direct mall invitations to health care professionals 

Cost Summary 

Approximate Total, Direct Expense• 

IPCD Admln Fee 
Direct mall Invitations 

ICPCD Satellite Symposium 

Direct Exoenses; Aoarox/mate 

Total, Indirect ExDensea 

Direct mail invitations, mailed to registered meeting attendees; includes printing; development of 
database e-mail home page for registration 

Graphic Design and formatting; typesetting of invilation and handouts 

Direct mail list pun:haae 
Mall Services, postage, phone, fax, e-mail registration 

Includes assembly, mail services and postage. FoUow up recruitment per phone, fax, e-mail 

Invitation door-drop/adverti■ement fee 
Participant handouts 

Includes printing of participant workbook; will include accreditation information, speaker 
biographical and disclosure information, agenda, and symposium graphics; total quantity 225 color 
copy; actual quantity printed 350 

Posters advertisement materials 
Faculty axpensH 

Honoraria: X 3 
Meal expense faculty 

Ground transportation 

Room Rental 

Catering 250 X $100 pp; 
Audio/visual sarvic:es: Including digital audio record 
Filming; equipment, onalte management; fllm crew (x2) 

Confidential 

$ 

$ 

$ 
$ 

$ 

$ 

$ 

$ 

$ 
$ 
$ 

$ 

$ 
$ 
$ 

Planned 
1.5 

3 

250 
4,000 

Budaet 

$ 118,800 

$ 53,375 

172,175 

Budget 

20,000 

5,750 

3,550 

No charge 

3,200 

5,000 

7,250 

2,400 

7,500 

300 

300 

1,000 

25,000 

18,000 
15,000 
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MedlCom expenH• 
Accommodations 2 staff x 2 nights $ 1,200 
Meals $ 150 
Ground transportation $ 125 

Shipping/Fed Ex $ 75 

Interview/talent $3000 

A $ 118 800 

Indirect Expenses Budaet 
MediCom pre-meeting coordination and development $ 25,000 
Includes faculty recruitment, agenda coordination, coordination with association; 

coordination with venue; participant recruitment; coordination of filming of patient video case study; 
equipment rental 
MedicaVscript writing $10,000 
Development Editorial $ 2,500 
Includes presentation slides x2 faculty approx. 90 slides; editorial content review; 
reference and fact checking; design and format 
MediCom on-4ite symposium coordination; 2 MedlCom staff $ 1,600 
Accreditation of program for CME; Includes distribution of CE certificates $ 10,000 
Database d&velopment; record tracking s 775 

ProJect manaaement s 3,500 

Total Indirect Exo&nses $ 53,375 
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-, •.. 
; 101 Washington Street l Morrisville, ?A 19087 ., 

Streaming Video Adaptation of a Live Satellite Symposium Held in Conjunction with 
the 2008 ICPCD 

Projected Budget Estimate 

Cost Summarv 

Approximate Total, Direct Expenses $ 

Total Indirect Exr>enses $ 

Streaming Video Adaptation of the 2008 /CPCD Satel/lte Symposium to ESP $ 

Det11U11d Sudaet t.mlzatlon 

Direct Exoenses AaoroKlmate 

Transcription $ 

Program announcemenlfadvertistment 

Adaptation of symposium design for direct mail, journal & banner adVertisements $ 

Blasl email campaign: 4 separate e-mail blasts to target list of ESP members $ 

Enduring material production 

Digitizing, Edit decision list and logging of footage $ 

Digital Capture Station $ 

Editing of an video and audio $ 

Authoring of Final Content for Web Delivery $ 

Adaptation of presentation slides to video format $ 

Creation of animations, highlights, lower thirds, additional graphics $ 

Adaptation of symposium program material design for Internet program and Render of all files S 

Posting on EmerglngSofutionsfnPafn.com 

Infrastructure programming $ 

Creation and posting of supportive text $ 

Creation of graphic u~r interface PHP and SOK $ 

80 minutes Encoding to Stream server $ 

Streaming Server Programming $ 

Streaming Minutes, Hosting, Maintenance and TroubleShooting $ 

Travel ffllm crew) $ 

Stock photolfootaae purchase $ 

Aaarox/mate Total Direct i:;,,,,,.n••• $ 

54,365 

25,581 

79,946 

375 

1,000 

1,800 

760 

3,000 

4,050 

2,160 
1,250 

1,000 

2.000 

3,750 

2,500 

2,520 

1,600 

4,200 

18,000 

3,900 

500 

54,365 
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Detailed Budaet Itemization 

Indirect Exoenses 
ProjKt management 

Review of footage for editing direction $ 1,200 

Coordination with internal teams $ 600 

Digital Media direction and coordination of all media $ 1,800 

Preparation and coodination of status meetings/updates $ 600 

Medical/scientific servicea 

Editing review $ 600 

Creation of additional self-assessment questions $ 400 

Creation of supporting documents for individual accredited self-study programs $ 500 
Proofreading $ 1,250 

Accreditation of prognim for CME, CPE, CNE $ 7,500 

Continuing Education participant certificates 

500 CE certificeites; additional certificates to be charged at $15 each $ 7,500 

Data management 

Management of participant database $ 500 
Data analysis and reporting $ 1,000 

Shipping, Blank Media, phone and fax $ 500 

Administrative and accounting fees $ 1,631 

Total Indirect Ex,:,enses $ 25,581 
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Confidential 

Budget: 
Live Symposium 
ESP Website Hosting 
Total Budget: 

- - - --------- - --

Budget Reporting and Reconciliation: 

Appropriate Use of Commercial Support: 

$172,175 
$79,946 
$252,121 

a. Funds should be in the form of an educational grant made payable to 
MediCom Worldwide, Inc. 

b. No other funds from Cephalon, Inc. will be paid to the program director, 
faculty, or others involved with the CE activity (additional honoraria, extra 
social events, etc). 

c. MedlCom Worldwide, Inc. will furnish the commercial interest with 
documentation detailing the receipt and expenditure of the commercial 
support within 90 days of activity completion. 

d. In the event of program cancellation and or providers inability to complete 
the activity as designed, provider agrees to return all unused grant funds to 
Cephalon. Provider will furnish Cephalon with documentation detailing any 
and all receipts of expenditures related to expense incurred up to program 
cancellation. 

Signatures Required 
for Grant Acceptance: 
Joan Meyer 
President, MediCom Worldwide, Inc 
101 Washington Street 
Morrisville, PA 19067 

Payment Structure: 

50% due upon signing of agreement: 

Final 50% due October 1, 2008: 

Confidential 

$126,060.50 

$126,060.50 
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Exhibit B 
ACTIQ Risk Management Program 

Provider is aware that ACTIQ® (oral transmucosal fentanyl citrate) [C-11) was approved 
subject to a Risk Management Program (RMP). The RMP includes key safety messages 
that are essential to the safe use of this product. They are: 
• ACTIQ is indicated only for the management of breakthrough cancer pain in 
patients with malignancies who are already receiving and who are tolerant to 
opioid therapy for their underlying persistent cancer pain. 
• ACTIQ is contraindicated in the management of acute or postoperative pain, 
because life-threatening hypoventilation could occur at any dose in patients not 
taking chronic opiates. 
• This product must not be used in opioid nontolerant patients. 
• Patients considered opioid tolerant are those who are taking at least 60 mg 
Morphine/day, 50 mcg transdermal fentanyl/hour, or an equianalgesic dose of 
another opioid for a week or longer. 
• Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep all units 
from children and discard properly. 
• ACTIQ is intended to be used only in the care of cancer patients and only by 
oncologists and pain specialists who are knowledgeable of and skilled in the use 
of Schedule 11 opioids to treat cancer pain. 

FENTORA Risk Management Program 
Provider is aware that FENTORA T1.1 (fentanyl buccal tablet) [C-11) was approved subject 
to a Risk Minimization Action Plan (RiskMAP}. The RiskMAP includes key safety 
messages tt,at are essential to the safe use of this product. They are: 
• FENTORA is indicated for the management of breakthrough pain in patients with 
cancer who are already receiving and who are tolerant to opioid therapy for their 
underlying persistent cancer pain. 
• FENTORA is contraindicated in the management of acute or postoperative pain, 
because life-threatening hypoventilation could occur at any dose in patients not 
taking chronic opiates. 
• This product must not be used in opioid nontolerant patients. 
• No misuse of FENTORA should occur. 
• Unintended (accidental) exposure to FENTORA should not occur. 
• Patients considered opioid tolerant are those who are taking at least 60 mg oral 
morphine/day, at least 25 mcg of transdermal fentanyVhour, at least 30 mg of 
oxycodone daily, at least 8 mg of oral hydromorphone daily or an equianalgesic 
dose of another opioid for a week or longer. 
• Instruct patients/caregivers that FENTORA can be fatal to a child. Keep all units 
away from children and discard properly. 
• FENTORA is intended to be used only in the care of opioid tolerant cancer 
patients and only by healthcare professionals who are knowledgeable of and 
skilled in the use of Schedule II opioids to treat cancer pain. 
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www.cephalon.com 

INDEPENDENT EDUCATIONAL PROGRAM GRANT AGREEMENT 

Cephalon, Inc. 

41 Moores Road 

P.O. Box 4011 

Frazer, PA 19355 

Phone 610-344-0200 
Fax 610-344-0065 

This Agreement is entered into as of this 6th day of November 2008, by and 
between Cephalon ("Cephalon"), located at 41 Moores Road, Post Office Box 4011, 
Frazer, PA 19355, and MediCom Worldwide, Inc. ("Provider") located at 101 Washington 
Street, Morrisville, PA 19053 

WHEREAS, Cephalon has reviewed Provider's grant request to support a medical 
education program ("Program"); and 

WHEREAS, Cephalon has determined that the Program has the potential to 
address educational gaps and improve patient care; and 

WHEREAS, it is the intent of the parties to ensure that the Program will be 
independent, objective, balanced, scientifically rigorous, and have reasonable 
expectations of meeting its educational objectives so that it will not be viewed by the 
United States Food and Drug Administration ("FDA") as promotional and that Cephalon 
will not be viewed as responsible for its content; and 

WHEREAS, Cephalon agrees to provide funding for the Program under the 
conditions set forth below. 

NOW THEREFORE, Provider and Cephalon agree to the following terms under 
this Agreement: 

Highly Confidential 

1. Title of Program. The Educational Program is entitled "Emerging Solutions in 
Pain Meet the Experts Booth ," and a copy of the grant request for the Program 
is attached hereto as Exhibit A. 

2. Type of Program. The Program is: 

□accredited (e.g., continuing medical education or "CME"); or 
[8lan independent program where CE credits will not be offered. 

3. Educational Partner. The Provider □shall [8l shall not use a third party that will 
provide assistance in support of the Program ("Educational Partner''). 

4. Educational Components. The expected components of the Program (e.g., 
number of live meetings, CD ROM, web-based, etc.) are as follows: 

a. interactive meeting booth to be presented at the 25th annual 
meeting of the American Academy of Pain Medicine (AAPM). 
(ESP Exhibition Booth Meet-the-Expert) 

5. Program Purpose. The Program is for scientific and educational purposes only, 
and is based on established bona fide and independently verifiable patient and/or 
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practitioner needs or gaps in healthcare performance, and is not intended to 
promote a Cephalon product, directly or indirectly. The Program is not a repeat 
performance of a prior program. 

6. Grant Amount Funding Arrangements. 

(a) Cephalon will provide support for the Program by means of an 
educational grant in the total amount of $150,635.00, as set forth in the 
budget attached hereto, or a pro rata amount based on the actual work 
performed and expenses incurred by Provider in accordance with the 
Budget. If the Program is canceled or terminated prior to completion, 
Provider shall return the grant, or any unused portion thereof, to 
Cephalon within thirty (30) days of such termination or cancellation. 
Provider shall have full responsibility for all funding arrangements of the 
Program, including any funding to be provided to its Educational Partner. 
Payment terms of the grant shall be made in accordance with any 
schedule/criteria provided in the Budget. 

{b) Within ninety {90) days of completion of the Program, Provider shall 
provide Cephalon with a detailed reconciliation of actual expenses 
incurred, and to the extent Cephalon has overpaid Provider for same, 
Provider shall provide a refund to Cephalon within thirty (30) days 
thereafter. Such detailed reconciliation shall be forwarded to Cephalon at 
the address above to the attention of Bhaval Shah Bell, PhD. 

(c) Provider may not use funds provided by Cephalon to pay travel, lodging, 
honoraria or personal expenses for non-faculty attendees. Grant funds 
may be used to reduce the overall registration fees for attendees. Grant 
funds may not be used to purchase capital equipment or to provide 
general operational support for an institution. Funds for hospitality shall 
not be provided, except that funds may be used for modest meals or 
receptions that are held as part of the Program, but such events shall not 
compete with, nor take precedence over, educational events. The 
appropriateness of any reception shall be at the sole discretion of the 
Provider, and Provider shall have final decision-making authority in 
connection with any such activities. 

{d) Funds may be used by the Provider to permit medical students, residents, 
fellows or other health care professionals in training to travel to and 
attend the Program; provided, however, that the selection of such 
students, residents or fellows who receive funds is made by either the 
academic or training institution, or, if by the Provider, such selection shall 
be made with the full concurrence of the academic or training institution. 

7. Objectivity and Balance. Provider shall retain full responsibility for control of the 
content of the Program and shall ensure that the following requirements are met: 
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(a) The Program material/information will be objective, balanced and free 
from commercial bias. All topics shall be treated in an impartial, unbiased 
manner. All discussions shall include a range of views about each class 
of drug and disease treatment options. Information shall not unfairly 
represent a spectrum of views favoring a product or class of products 
marketed by Cephalon or any other company. The title of the Program 
will fairly and accurately represent the scope of the presentation. 

(b) Provider agrees that neither Cephalon nor its agents shall control the 
content of the Program. Provider agrees that there will be no scripting, 
targeting of points for emphasis, or other activities by Cephalon or its 
agents that are designed to influence the content of the Program. 
Cephalon personnel will not attend content development meetings unless 
requested in writing by the Provider or the Educational Partner make 
presentations of disease data and/or Cephalon product data to faculty. In 
this instance, Cephalon personnel may stay only for this portion of the 
meeting, and the accredited provider must be in attendance. 

(c) If requested, in writing, by the Provider or Educational Partner, Cephalon 
Medical personnel may also provide written material on a Cephalon 
product or compound in development, such as specific product data, 
manuscripts, posters, product labels and other scientific material (not in 
slide format) in accordance with internal corporate guidelines based on 
the level of information that is acceptable to disclose. 

(d) Cephalon shall not review the Program for medical accuracy or 
completeness and the Provider and/or Educational Partner (if any) agree 
that they will not make such a request of Cephalon. 

(e) If a product marketed by Cephalon is the subject of discussion, the data 
will be objectively selected and presented, with an accurate reflection of 
favorable and unfavorable information about the product and shall also 
include a balanced discussion of prevailing information on alternative 
products and /or therapies. 

(f) Any suggestions of superiority of one product or treatment over another 
will be supported by the body of available data and will not result from 
selective presentation or emphasis on data favorable to a particular 
treatment. 

(g) Provider represents that neither it nor the Educational Partner (if any) has 
either an open complaint or decision from the Accreditation Council for 
Continuing Medical Education ("ACCME") or the FDA that a program 
provided by the Provider or the Educational Partner failed to meet 
standards of independence, balance, objectivity, or scientific rigor. 

8. Risk Minimization Action Plan. Cephalon provides the following Risk 
Minimization Action Plan ("RiskMAP") information to all Providers. Neither 
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Cephalon nor its agents shall influence or control whether a product marketed by 
Cephalon is the subject of discussion. A RiskMAP is a strategic safety program 
designed to meet specific goals and objectives in minimizing known risks of a 
product while preserving its benefits. Any product marketed by Cephalon that is 
approved with a RiskMAP, and the key safety-related health outcomes outlined in 
that RiskMAP, are listed in Exhibit B. Provider agrees that it is aware of the 
RiskMAP(s) and the key safety messages. 

9. No Faculty Selection. Provider shall retain full responsibility for the selection of 
the presenters, authors, moderators, and/or other faculty (hereinafter referred to 
collectively as "Faculty"). Provider and/or Educational Partner (if any) shall not 
request recommendations for Faculty from Cephalon 

10. Disclosures. Provider will ensure meaningful disclosure of limitations of data 
(e.g., ongoing research, interim analyses, preliminary data, or unsupported 
opinion). Provider will require that Faculty disclose when a product is not 
approved in the United States for the use under discussion. 

11. Question and Answer Session. To the extent the Program is a presentation, 
Provider will ensure meaningful opportunities for questioning by the audience. 

12. Financial Relationships. Provider will ensure meaningful disclosure to the 
audience of Cephalon funding and any significant relationship between individual 
Faculty and Cephalon. All meaningful disclosure(s) shall also be made in any 
written materials, including, but not limited to, announcements, brochures, syllabi 
and enduring material. Disclosures shall not mention product trade names. 

13. Representations and Warranties. Provider represents that: 

(a) Neither it nor the Educational Partner, if any, provides marketing, 
advertising, public relations, market research, medical education services 
or other consulting services (e.g., support for advisory boards) to any 
other department within Cephalon ("Marketing Activities"); 

(b) If Provider or the Educational Partner has an affiliated company that 
provides Marketing Activities to Cephalon, Provider has instituted 
appropriate controls and safeguards to ensure the Program (i) remains 
independent, objective, balanced and scientifically rigorous, (ii) is not 
intended to promote a Cephalon product, directly or indirectly, and (iii) is 
not in any way biased due to the affliated company's relationship with 
Cephalon; 

(c) Provider has determined that it is appropriate to use the Educational 
Partner in light of the requirements under this Agreement; and 

(d) If Provider or its Educational Partner employs a former Cephalon 
employee who worked at Cephalon at anytime during the most recent 
year and who had marketing responsibility in the therapeutic area that will 
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be covered by the Program, then that former employee will not have any 
role in the planning, development or delivery of the Program. 

14. Invitations/Enduring Materials. The Program audience will be selected by the 
Provider. The Provider shall be responsible for distributing materials about the 
Program, including invitations, reminder notices, and business reply cards that 
can be used by third parties to obtain any enduring Program material from the 
Provider. 

15. Ancillary Promotional Activities. To the extent the Program is a live presentation, 
no promotional activities or product advertisements will be permitted in the same 
room as, or in an obligate path to, the Program. If the Program is a 
teleconference or webcast, no product advertisements or promotional activities 
will be permitted immediately prior to, during, or immediately after the delivery of 
the Program. If the Program is in print format, no product advertisements or 
promotional materials will be interleaved within the pages of the Program. If the 
Program is made available electronically, no product advertisements or 
promotional materials will appear within the Program material or interleaved 
between computer windows or screens of the Program, all as stipulated in 
ACCME Guidelines. 
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16. Compliance with Guidelines. Provider represents that the Program, including 
development of the Program and Program materials, shall conform to the 
American Medical Association ("AMA") Guidelines on Gifts to Physicians, the 
AMA Ethical Opinion on Continuing Medical Education, the ACCME Standards 
for Commercial Support, the FDA December 3, 1997 Final Guidance for Industry
Supported Scientific and Educational Activities, and the Pharmaceutical 
Research and Manufacturers Association ("PhRMA") Code on Interactions with 
Healthcare Professionals. 

17. Logistical Status Reports. Provider and/or Educational Partner shall provide 
periodic reports to Cephalon regarding the management and logistics of Program 
components. 

18. Miscellaneous. 

(a) No party shall use the other party's or its affiliates' name or trademarks for 
publicity or advertising purposes, except with the prior written consent of 
the other party. 

(b) Provider agrees to obtain all consents, authorizations, approvals and 
releases that may be necessary for the production of the Program and of 
any written materials prepared in connection therewith. 
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(c) No term, condition or other provision of any attachment or addendum to 
this Agreement shall supersede any term, condition or other provision of 
this Agreement, and with respect to any inconsistency or ambiguity, the 
Agreement shall control. 

IN WITNESS WHEREOF, the parties, by their duly authorized representatives, 
agree to comply with all the terms and conditions of this Agreement. 

The above signatory is a duly authorized 
corporate officer of the IEP Provider; 

Date: ! \rJ_q_::.O'ti _______________________________ L ____________________ 1 

Tax ID#· i Redaction - Personal Information i 
. t·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
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Exhibit A 

Copy of Grant Request 
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Exhibit B 
ACTIQ Risk Management Program 

Provider is aware that ACTIQ® (oral transmucosal fentanyl citrate) [C-11] was approved 
subject to a Risk Management Program (RMP). The RMP includes key safety messages 
that are essential to the safe use of this product. They are: 
• ACTIQ is indicated only for the management of breakthrough cancer pain in 
patients with malignancies who are already receiving and who are tolerant to 
opioid therapy for their underlying persistent cancer pain. 
• ACTIQ is contraindicated in the management of acute or postoperative pain, 
because life-threatening hypoventilation could occur at any dose in patients not 
taking chronic opiates. 
• This product must not be used in opioid nontolerant patients. 
• Patients considered opioid tolerant are those who are taking at least 60 mg 
Morphine/day, 50 mcg transdermal fentanyl/hour, or an equianalgesic dose of 
another opioid for a week or longer. 
• Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep all units 
from children and discard properly. 
• ACTIQ is intended to be used only in the care of cancer patients and only by 
oncologists and pain specialists who are knowledgeable of and skilled in the use 
of Schedule II opioids to treat cancer pain. 

FENTORA Risk Management Program 
Provider is aware that FENTORA ™ (fentanyl buccal tablet) [C-11] was approved subject 
to a Risk Minimization Action Plan (RiskMAP). The RiskMAP includes key safety 
messages that are essential to the safe use of this product. They are: 
• FENTORA is indicated for the management of breakthrough pain in patients with 
cancer who are already receiving and who are tolerant to opioid therapy for their 
underlying persistent cancer pain. 
• FENTORA is contraindicated in the management of acute or postoperative pain, 
because life-threatening hypoventilation could occur at any dose in patients not 
taking chronic opiates. 
• This product must not be used in opioid nontolerant patients. 
• No misuse of FENTORA should occur. 
• Unintended (accidental) exposure to FENTORA should not occur. 
• Patients considered opioid tolerant are those who are taking at least 60 mg oral 
morphine/day, at least 25 mcg of transdermal fentanyl/hour, at least 30 mg of 
oxycodone daily, at least 8 mg of oral hydromorphone daily or an equianalgesic 
dose of another opioid for a week or longer. 
• Instruct patients/caregivers that FENTORA can be fatal to a child. Keep all units 
away from children and discard properly. 
• FENTORA is intended to be used only in the care of opioid tolerant cancer 
patients and only by healthcare professionals who are knowledgeable of and 
skilled in the use of Schedule II opioids to treat cancer pain. 
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.D960 

American Academy of Pain Medicine: 
ESP Exhibition Booth Meet-the-Expert 

Program Title 
The Emerging Solutions in Pain Meet the Expert Exhibit Booth 

Program Overview 
MediCom Worldwide, Inc. is proposing to utilize the Meet the Experts Booth as an informational and 
interactive display for educating clinicians at the 25th Annual Meeting of the American Academy of Pain 
Medicine (AAPM), to be held January 27 - 31, 2009 in Honolulu, Hawaii. Toe 25th Annual Meeting will 
include an international array of distinguished speakers from Australia, China, Canada, and the United 
States. 

MediCom is also proposing to continue the cost effective and efficient tactic of tailoring the size and 
activities of the Meet the Expert Booth to reflect the attendance and specific purpose of the congress or 
association. In keeping with this and the ESP mission of focusing on emerging solutions in pain 
management to address the most critical and current issues, this meeting will include meet-the-expert 
sessions from the following options: 

Speaker 
Perry Fine, MD 
Professor of Anesthesiology 
University of Utah School of Medicine 
Howard Heit, MD, FACP, FASAM 
Assistant Clinical Professor 
Georgetown School of Medicine 
Rollin M Gallagher, MD, MPH 
Clinical Professor of Psychiatry and Anesthesiology 
University of Pennsylvania 
Michael Cousins, MD, DSc, FANZCA, FRCA, FAChHPM (RACP), 
FFPMANZCA 
Universitv of Sydney 

In 2009, MediCom will continue to update both the graphic imagery and multimedia displays to reflect 
current information in the fields of pain management and addiction medicine, as well as the tools, 
resources and activities available through ESP at the time of each meeting. Functionality for the full-size 
Meet the Expert Booth will include a seating area for meeting attendees to interact with the ESP clinical 
experts; computer terminals featuring interactive displays highlighting the Emerging Solutions in Pain 
initiatives, membership registration for the Emerging Solutions in Pain Web Site, and the Emerging 
Solutions in Pain Tool Kit Volume II. 

Intended Audience 
Toe American Academy of Pain Medicine {AAPM) is the medical specialty society representing physicians 
practicing in the field of pain medicine. The practice of pain medicine is multi-disciplinary in approach, 
incorporating modalities from various specialties to ensure the comprehensive evaluation and treatment 
of the pain patient. AAPM represents the diverse scope of the field through membership from a variety of 
origins, therefore, the primary audience of the Emerging Solutions in Pain Meet the Experts Booth will be 
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215337.0960 

American Academy of Pain Medicine: 
ESP Exhibition Booth Meet-the-Expert 

specialties such as anesthesiology, internal medicine, neurology, neurological surgery, orthopedic 
surgery, physiatry, and psychiatry. 

Program Objectives 
The purpose of the Emerging Solutions in Pain Meet the Expert Booth is to disseminate information 
concerning the Emerging Solutions in Pain initiative to clinicians practicing in the field of pain 
management, and to educate those clinicians on the appropriate selection of the right therapy for the 
right patient, continual assessment and monitoring of pain patients, and on good practice management 
techniques. Clinicians visiting the booth will have opportunities to: 

Format 

(1) Interact with Emerging Solutions in Pain clinical experts in small discussion groups, 
focusing on discussions on the most critical and current issues in pain management today 

(2) View multi-media, interactive programs highlighting the issues associated with 
minimization of misuse, abuse and addiction, the Emerging Solutions in Pain Tool Kit 
Volume II and associated case studies 

(3) Utilize interactive surveys via touch screen terminals and forms to review the key pain 
management attitudes and challenges facing diverse array of participants 

(4) Receive copies of the Emerging Solutions in Pain Tool Kit Volume II and other support 
materials, such as the ESP Patient Tool Kit materials and the ESP Accredited Monograph 
collection. 

(5) Gain exposure to the resources available at the Emerging Solutions in Pain Web Site, and 
register as a "member", thereby continuing to provide participants with ongoing 
education and support 

The format of the Emerging Solutions in Pain Exhibition Booth Series is an interactive meeting booth, to 
be presented at the 25th Annual Meeting of the American Academy of Pain Medicine (AAPM). The Meet 
the Experts Booth will feature live peer-to-peer interactions with Emerging Solutions in Pain clinical 
experts, as well as interactive, multimedia programs that highlight the Emerging Solutions in Pain 
initiatives. 

Awareness 
Announcement of the Emerging Solutions in Pain Meet the Experts Booth at the 25th Annual Meeting of 
the American Academy of Pain Medicine will be made via direct mail and/or blast email communications 
to registered meeting attendees and members, and via journal and/or banner advertisements. Emerging 
Solutions in Pain clinical experts and MediCom Worldwide staff members will provide all information at 
the Booth. 
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Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

American Academy of Pain Medicine: 
ESP Exhibition Booth Meet-the-Expert 

To maximize the information collection capabilities of the Emerging Solutions in Pain Meet the Experts 
Booth, and to identify in as much detail as possible, the educational needs of those clinicians who provide 
care to patients with chronic pain, the ESP Booth will support several diverse surveys and needs 
assessment campaigns during the three days of the AAPM Meeting. As part of ESP's ongoing campaign 
to elucidate the level of understanding of clinicians regarding the issue of tolerance and opioid 
prescription and use, ESP will utilize an electronic needs assessment survey focused on these topics. On 
the second and third days of the meeting, additional surveys will be conducted to identify clinician 
attitudes toward pain and opioids and key challenges to the effective treatment of pain. 

Date Survey 
Wednesday, January 28 - Friday, Tolerance needs assessment 
Januarv 30 
Thursdav Januarv 29 Clinician attitudes toward pain and the use of opioid analqesics 
Friday, January 30 Key challenges to effective pain treatment - phobia, cultural, 

medical, financial, legal/regulatory, religious, knowledge, 
resources 

Request for Sponsor Support 
MediCom Worldwide is promoting the Emerging Solutions in Pain Meet the Experts Booth through a 
variety of methods, including direct mail, blast emails, and journal and banner advertisements. 

As a supplement to these primary methods, MediCom may request the assistance of Cephalon, Inc. sales 
representatives in the dissemination of information regarding this program to the medical community. 
The content of such information, however, is the responsibility of MediCom, and any such distribution will 
solely as a supplement to MediCom's primary methods of announcement and promotion. 

Conflict of Interest Identification and Resolution 
MediCom Worldwide, Inc. is in full compliance with all rules and regulations put forth by the ACCME in 
the revised Standards for Commercial Support. MediCom has defined all those in position to control 
content as faculty, authors, presenters, planning committee members and all those internal staff who are 
in position to write, alter or impact the content of a CME activity. 

All members identified in the planning process must provide signed disclosures to MediCom prior to the 
planning of the activity. 

When individuals in a position to control content have reported Financial Relationships with one or more 
commercial interests, MediCom works with them to resolve such conflicts to ensure that the content 
presented is free of commercial bias. The following mechanisms have been identified in which to resolve 
conflicts as identified: 

• Peer review of content by external reviewer 
• Content validation by external topic expert and internal MediCom clinical editorial staff 
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

American Academy of Pain Medicine: 
ESP Exhibition Booth Meet-the-Expert 

Total Budget and Timeline 
The total budget to fund these activities is $150,635. 
100% of budget due at signing of grant. 

Booth payment due: 
Confirmation of faculty: 
Booth Shipped: 
Booth Acitivity: 

November 1, 2008 
November 1, 2008 
December 1, 2008 
January 27 - 31, 2009 

Signatures Required for Grant Acceptance 
President MediCom Worldwide, Inc 
Cepahlon Representative 

Budget Reporting and Reconciliation: 

Appropriate Use of Commercial Support: 
a. Funds should be in the form of an educational grant made payable to 

MediCom Worldwide, Inc. 

b. No other funds from Cephalon, Inc. will be paid to the program director, faculty, or others 
involved with the CE activity (additional honoraria, extra social events, etc). 

c. MediCom Worldwide, Inc. will furnish the commercial interest with documentation detailing 
the receipt and expenditure of the commercial support within 90 days of activity 
completion. 

d. In the event of program cancellation and or providers inability to complete the activity as 
designed, provider agrees to return all unused grant funds to Cephalon. Provider will 
furnish Cephalon with documentation detailing any and all receipts of expenditures related 
to expense incurred up to program cancellation. 

e. In order to successfully achieve the goals for this activity, 100% of requested grant funds 
will be required in order to implement grant. 
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www.cephalon.com 

INDEPENDENT EDUCATIONAL PROGRAM GRANT AGREEMENT 

Cephalon, Inc. 
41 Moores Road 
P.O. Box 4011 
Frazer, PA 19355 

Phone 610-344-0200 
Fax 610-344-0065 

This Agreement is entered into as of this 15th day of January, 2009, by and 
between Cephalon ("Cephalon"), located at 41 Moores Road, Post Office Box 4011, 
Frazer, PA 19355, and MediCom Worldwide, Inc. ("Provider") located at 101 Washington 
Street, Morrisville, PA 19053. 

WHEREAS, Cephalon has reviewed Provider's grant request to support a medical 
education program ("Program"); and 

WHEREAS, Cephalon has determined that the Program has the potential to 
address educational gaps and improve patient care; and 

WHEREAS, it is the intent of the parties to ensure that the Program will be 
independent, objective, balanced, scientifically rigorous, and have reasonable 
expectations of meeting its educational objectives so that it will not be viewed by the 
United States Food and Drug Administration ("FDA") as promotional and that Cephalon 
will not be viewed as responsible for its content; and 

WHEREAS, Cephalon agrees to provide funding for the Program under the 
conditions set forth below. 

NOW THEREFORE, Provider and Cephalon agree to the following terms under 
this Agreement: 

Highly Confidential 

1. Title of Program. The Educational Program is entitled "Emerging Solutions in 
Pain," and a copy of the grant request for the Program is attached hereto as 
Exhibit A. 

2. Type of Program. The Program is: 

[glaccredited (e.g., continuing medical education or "CME"); or 
Dan independent program where CE credits will not be offered. 

3. Educational Partner. The Provider □shall [g] shall not use a third party that will 
provide assistance in support of the Program ("Educational Partner"). 

4. Educational Components. The expected components of the Program (e.g., 
number of live meetings, CD ROM, web-based, etc.) are as follows: 

(a) Four Live Meetings; 
(b) One Emerging Solutions in Pain Website; 
(c) One Print Supplements; 
(d) Two DVDNHS/CD-ROM's; 
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5. Program Purpose. The Program is for scientific and educational purposes only, 
and is based on established bona fide and independently verifiable patient and/or 
practitioner needs or gaps in healthcare performance, and is not intended to 
promote a Cephalon product, directly or indirectly. The Program is not a repeat 
performance of a prior program. 

6. Grant Amount Funding Arrangements. 

(a) Cephalon will provide support for the Program by means of an 
educational grant in the total amount of $1,617,114, as set forth in the 
budget attached hereto, or a pro rata amount based on the actual work 
performed and expenses incurred by Provider in accordance with the 
Budget. If the Program is canceled or terminated prior to completion, 
Provider shall return the grant, or any unused portion thereof, to 
Cephalon within thirty (30) days of such termination or cancellation. 
Provider shall have full responsibility for all funding arrangements of the 
Program, including any funding to be provided to its Educational Partner. 
Payment terms of the grant shall be made in accordance with any 
schedule/criteria provided in the Budget. 

(b) Within ninety (90) days of completion of the Program, Provider shall 
provide Cephalon with a detailed reconciliation of actual expenses 
incurred, and to the extent Cephalon has overpaid Provider for same, 
Provider shall provide a refund to Cephalon within thirty (30) days 
thereafter. Such detailed reconciliation shall be forwarded to Cephalon at 
the address above to the attention of Bhaval Shah Bell, PhD, Medical 
Affairs. 

(c) Provider may not use funds provided by Cephalon to pay travel, lodging, 
honoraria or personal expenses for non-faculty attendees. Grant funds 
may be used to reduce the overall registration fees for attendees. Grant 
funds may not be used to purchase capital equipment or to provide 
general operational support for an institution. Funds for hospitality shall 
not be provided, except that funds may be used for modest meals or 
receptions that are held as part of the Program, but such events shall not 
compete with, nor take precedence over, educational events. The 
appropriateness of any reception shall be at the sole discretion of the 
Provider, and Provider shall have final decision-making authority in 
connection with any such activities. 

(d) Funds may be used by the Provider to permit medical students, residents, 
fellows or other health care professionals in training to travel to and 
attend the Program; provided, however, that the selection of such 
students, residents or fellows who receive funds is made by either the 
academic or training institution, or, if by the Provider, such selection shall 
be made with the full concurrence of the academic or training institution. 
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7. Objectivity and Balance. Provider shall retain full responsibility for control of the 
content of the Program and shall ensure that the following requirements are met: 

(a) The Program material/information will be objective, balanced and free 
from commercial bias. All topics shall be treated in an impartial, unbiased 
manner. All discussions shall include a range of views about each class 
of drug and disease treatment options. Information shall not unfairly 
represent a spectrum of views favoring a product or class of products 
marketed by Cephalon or any other company. The title of the Program 
will fairly and accurately represent the scope of the presentation. 

(b) Provider agrees that neither Cephalon nor its agents shall control the 
content of the Program. Provider agrees that there will be no scripting, 
targeting of points for emphasis, or other activities by Cephalon or its 
agents that are designed to influence the content of the Program. 
Cephalon personnel will not attend content development meetings unless 
requested in writing by the Provider or the Educational Partner make 
presentations of disease data and/or Cephalon product data to faculty. In 
this instance, Cephalon personnel may stay only for this portion of the 
meeting, and the accredited provider must be in attendance. 

(c) If requested, in writing, by the Provider or Educational Partner, Cephalon 
Medical personnel may also provide written material on a Cephalon 
product or compound in development, such as specific product data, 
manuscripts, posters, product labels and other scientific material (not in 
slide format) in accordance with internal corporate guidelines based on 
the level of information that is acceptable to disclose. 

(d) Cephalon shall not review the Program for medical accuracy or 
completeness and the Provider and/or Educational Partner (if any) agree 
that they will not make such a request of Cephalon. 

(e) If a product marketed by Cephalon is the subject of discussion, the data 
will be objectively selected and presented, with an accurate reflection of 
favorable and unfavorable information about the product and shall also 
include a balanced discussion of prevailing information on alternative 
products and /or therapies. 

(f) Any suggestions of superiority of one product or treatment over another 
will be supported by the body of available data and will not result from 
selective presentation or emphasis on data favorable to a particular 
treatment. 

(g) Provider represents that neither it nor the Educational Partner (if any) has 
either an open complaint or decision from the Accreditation Council for 
Continuing Medical Education ("ACCME") or the FDA that a program 
provided by the Provider or the Educational Partner failed to meet 
standards of independence, balance, objectivity, or scientific rigor. 
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8. Risk Minimization Action Plan. Cephalon provides the following Risk 
Minimization Action Plan ("RiskMAP") information to all Providers. Neither 
Cephalon nor its agents shall influence or control whether a product marketed by 
Cephalon is the subject of discussion. A RiskMAP is a strategic safety program 
designed to meet specific goals and objectives in minimizing known risks of a 
product while preserving its benefits. Any product marketed by Cephalon that is 
approved with a RiskMAP, and the key safety-related health outcomes outlined in 
that RiskMAP, are listed in Exhibit B. Provider agrees that it is aware of the 
RiskMAP(s) and the key safety messages. 

9. No Faculty Selection. Provider shall retain full responsibility for the selection of 
the presenters, authors, moderators, and/or other faculty (hereinafter referred to 
collectively as "Faculty"). Provider and/or Educational Partner (if any) shall not 
request recommendations for Faculty from Cephalon 

10. Disclosures. Provider will ensure meaningful disclosure of limitations of data 
(e.g., ongoing research, interim analyses, preliminary data, or unsupported 
opinion). Provider will require that Faculty disclose when a product is not 
approved in the United States for the use under discussion. 

11. Question and Answer Session. To the extent the Program is a presentation, 
Provider will ensure meaningful opportunities for questioning by the audience. 

12. Financial Relationships. Provider will ensure meaningful disclosure to the 
audience of Cephalon funding and any significant relationship between individual 
Faculty and Cephalon. All meaningful disclosure(s) shall also be made in any 
written materials, including, but not limited to, announcements, brochures, syllabi 
and enduring material. Disclosures shall not mention product trade names. 

13. Representations and Warranties. Provider represents that: 

(a) Neither it nor the Educational Partner, if any, provides marketing, 
advertising, public relations, market research, medical education services 
or other consulting services (e.g., support for advisory boards) to any 
other department within Cephalon ("Marketing Activities"); 

(b) If Provider or the Educational Partner has an affiliated company that 
provides Marketing Activities to Cephalon, Provider has instituted 
appropriate controls and safeguards to ensure the Program (i) remains 
independent, objective, balanced and scientifically rigorous, (ii) is not 
intended to promote a Cephalon product, directly or indirectly, and (iii) is 
not in any way biased due to the affliated company's relationship with 
Cephalon; 

(c) Provider has determined that it is appropriate to use the Educational 
Partner in light of the requirements under this Agreement; and 
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(d) If Provider or its Educational Partner employs a former Cephalon 
employee who worked at Cephalon at anytime during the most recent 
year and who had marketing responsibility in the therapeutic area that will 
be covered by the Program, then that former employee will not have any 
role in the planning, development or delivery of the Program. 

14. Invitations/Enduring Materials. The Program audience will be selected by the 
Provider. The Provider shall be responsible for distributing materials about the 
Program, including invitations, reminder notices, and business reply cards that 
can be used by third parties to obtain any enduring Program material from the 
Provider. 

Notwithstanding the foregoing, Provider hereby authorizes Cephalon to distribute 
a subset of Program invitations/reminder notices that have been prepared or 
approved by the Provider. 

15. Ancillary Promotional Activities. To the extent the Program is a live presentation, 
no promotional activities or product advertisements will be permitted in the same 
room as, or in an obligate path to, the Program. If the Program is a 
teleconference or webcast, no product advertisements or promotional activities 
will be permitted immediately prior to, during, or immediately after the delivery of 
the Program. If the Program is in print format, no product advertisements or 
promotional materials will be interleaved within the pages of the Program. If the 
Program is made available electronically, no product advertisements or 
promotional materials will appear within the Program material or interleaved 
between computer windows or screens of the Program, all as stipulated in 
ACCME Guidelines. 
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16. Compliance with Guidelines. Provider represents that the Program, including 
development of the Program and Program materials, shall conform to the 
American Medical Association ("AMA") Guidelines on Gifts to Physicians, the 
AMA Ethical Opinion on Continuing Medical Education, the ACCME Standards 
for Commercial Support, the FDA December 3, 1997 Final Guidance for Industry
Supported Scientific and Educational Activities, and the Pharmaceutical 
Research and Manufacturers Association ("PhRMA") Code on Interactions with 
Healthcare Professionals. 

17. Logistical Status Reports. Provider and/or Educational Partner shall provide 
periodic reports to Cephalon regarding the management and logistics of Program 
components. 

18. Miscellaneous. 

(a) No party shall use the other party's or its affiliates' name or trademarks for 
publicity or advertising purposes, except with the prior written consent of 
the other party. 

(b) Provider agrees to obtain all consents, authorizations, approvals and 
releases that may be necessary for the production of the Program and of 
any written materials prepared in connection therewith. 
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(c) No term, condition or other provision of any attachment or addendum to 
this Agreement shall supersede any term, condition or other provision of 
this Agreement, and with respect to any inconsistency or ambiguity, the 
Agreement shall control. 

IN WITNESS WHEREOF, the parties, by their duly authorized representatives, 
agree to comply with all the terms and conditions of this Agreement. 

MEDICOM WORLDWIDE, INC 

By~~ 
Name~/YJt6 
Title: ___L~ 1ci.e-n f-
The above signatory is a duly authorized 
corporate officer of the IEP Provider. 

Date: ;}_- f--09 / 
Tax ID#: d 3- ?OC,,~ 13S 
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CEPHALON, INC. 

B '---
K .. ~ 

, edical Affairs 
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Exhibit A 

Copy of Grant Request 
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November 12, 2008 

Bhaval Shah Bell, PhD 
Associate Director, Medical Education 
Cephalon, Inc. 
41 Moores Road 
Frazer, PA 19355 

Dear Dr. Shah Bell: 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0959 

MediCom Worldwide, Inc. is committed to continually identifying educational needs to develop 
programs and implement processes designed to address the identified gaps. A critical element of 
this process is the comprehensive multisourced needs assessment based upon current medical 
literature, expert opinion, member polls and health care provider surveys. The needs assessment 
to identify the educational disparities of clinicians who provide care to patients suffering chronic 
pain was amassed from reviewing the following data sources: 

• Emerging Solutions in Pain (ESP) website member utilization 
• ESP member polls 
• Tolerance needs assessment questionnaire 
• Advisory panel opinion 
• Evaluation summaries of completed 2008 educational activities 
• Association statements 
• FDA requirements for RiskMAPs and REMs 
• Current clinical practice guidelines 
• Literature search 

Based on the above identified educational needs, MediCom Worldwide, Inc. is requesting an 
educational grant from Cephalon, Inc. to support the continuation and further development of 
Emerging Solutions in Pain, or ESP, initiatives. 

This foundation educational grant will include the continuation of the most valued ESP programs 
currently avc!ilable on the website, as well as a faculty advisory board meeting, new identified 
educational programs, and the development and production of outcomes metrics to continually 
improve and provide the most current and relevant information and resources to clinicians in 
order to ultimately improve patient care. 

All ESP initiatives will focus on identifying the right patient, the right therapy and the right outcomes 
thereby, balancing the clinical need to provide adequate analgesia to patients with chronic pain with 
monitoring for potential issues of abuse, addiction, and diversion of controlled substances. 

These activities will be designed and planned as follows: 

Highly Confidential 

• The Emerging Solutions in Pain tactics includes: 
o ESP Foundation Initiatives: 

• ESP Peer review Panel and Expanded Clinical Advisors 
• 2009 Scientific and Clinical Expert Advisory Board 

o ESP Website Programming, Infrastructure and Maintenance of Content: 
• Website Migration to Joomla 1.5: Infrastructure Development and 

Site Programming 
• Knowledge Center 

• Clinical Expert Commentaries 
• In the Know Summaries 
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• Knowledge Library FAQs 
• ESP Multimedia 
• Ask the Experts 

• Resources 
• In the News 
• Web Resources and Links 
• Suggested Reading 

• ESP Case Library 
• ESP Interdisciplinary Content Integration 

o Tools 
• Continual Update of Content and Tools 
■ Online Distribution of the ESP Patient Tool Kit 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0959 

o Emerging Solutions in Pain New Content, Tools and Resources Initiatives 
• ESP Patient Interview Decision Tree Algorithm 
• ESP Referral Tool 
• ESP Resource Leaming Center 

o Accredited Symposia 
• Live MPM Symposia 
• Enduring Materials - Automated slides and audio 

o Accredited Print 
• 2009 Monographs Series 
■ 2008 Monograph Collection 

o Exhibit Booth Program 
• Island Booth 
• Mini Booth 
• Booth Maintenance, Storage and General Support 

o Outcomes Measurement Initiatives 
• Web-based Outcomes 
• Outcomes Study 

o Targeted Specialist Recruitment and Awareness Campaign 
• Targeting Outreach and Awareness Program 
■ The Beacon Weekly e-Newsletter 
• The ESP Scholarship Fund 

The budget to fund these activities is approximately $2,517,609. Please refer to the detailed 
budget section for complete grant funding proposals. These scientific events will comply with all 
ACCME, FDA, AMA, PhRMA code, OIG guidelines and ACPE regulations for industry-supported 
professional continuing education. 

MediCom Worldwide, Inc. is accredited by the Accreditation Council for Continuing Medical 
Education (ACCME) to provide continuing medical education for physicians and is accredited by 
the Accreditation Council for Pharmacy Education (ACPE) to provide continuing pharmacy 
education, as well as an approved provider of nursing continuing education through the California 
Board of Registered Nursing. 

Thank you in advance for your consideration of this request. 

Respectfully, 

yr~-rrJJr 
Joan Meyer 
President, MediCom Worldwide, Inc. 
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The Co-Occurring Epidemics of Undertreated Pain and Prescription Pain Abuse 

Pain continues to be a serious, undertreated public health problem in the United States. In testimony 
before an FDA advisory committee evaluating an opioid pain medication, Micke Brown, director of 
advocacy for the American Pain Foundation and a pain management nurse, spoke on the subject of the 
public health burden of undertreated pain. 

"There is an epidemic of chronic pain in our nation. Though pain affects more than 76 million 
Americans it continues to be untreated, undertreated, or inappropriately treated. This continues to 
occur in spite of the knowledge that without timely, appropriately tailored care, pain can weaken 
the immune system and slow recovery from disease or injury. Persistent pain leads to needless 
suffering and lost productivity. Chronic pain is not only emotionally and physically debilitating for 
patients, it also places a tremendous burden on families and caregivers. The undertreatment of 
pain contributes to excessive health care costs and lost work productivity of approximately $100 
billion dollars every year. The pain crisis will become even more salient given increasing life 
expectancy and an aging baby boomer population."1 

With increasing awareness of and responsibility for pain management, physicians have begun treating 
pain more aggressively, including using opioid pain medications. In January 2007, an article published in 
JAMA cited several other contributing reasons for the rise in opioid prescriptions. 

• The importance of opioid analgesics in the treatment of persistent pain has been recognized by a 
number of organizations including the American Medical Association, the World Health 
Organization, American Geriatric Society, Veterans Health Affairs, and countless others. 

• Advances in neuroscience have contributed to the understanding of physiologic responses to 
opioid actions, allowing physicians to understand pain and manage physical dependence. 

• State and national agencies have adopted policies for use of opioids, providing reassurance to 
physicians. For example, the Federation of State Medical Boards has crafted a model policy, 
adopted by many states, on regulating the use of controlled substances. The policy emphasizes 
adequate pain control and that physicians should periodically monitor patients to prevent abuse.2 

With rising patient and physician awareness of the need for and right to analgesics, opioid pain 
medications are among the most prescribed drugs in the United States. In the same FDA advisory 
committee meeting before which Ms. Brown testified, findings from the Treatment Episode Data Set 
(TEDS) was presented by Deborah Trunzo, Office of Applied Studies Substance Abuse and Mental 
Health Services Administration (SAMHSA). 

TEDS tracks client-level information on treatment admissions collected by states and reported to 
SAMHSA. Estimated reporting coverage is 80%, representing 1.8 million admissions annually. 
Demographic variables are reported along with drug use history of top three substances of abuse at 
admission. All states report on "opiates other than heroin" as a group, and 16 states report specific brand 
names or formulations. Ms. Trunzo reported that treatment admissions from opioid analgesics from 
1996 - 2006 rose from 38,000 to 130,000.3 

• 
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Both undertreatment of pain and abuse of prescription pain medicines result in significant public 
health burdens, and it is essential to address how to balance the unmet needs of patients living with 
inadequately treated pain with the potential for the very treatments for that pain to be diverted, misused, 
and abused. 

What is less clear than the epidemiologic and surveillance data is precisely what educational activities 
and informational resources do practitioners need in meeting these challenges? There is no systematic 
approach to teaching pain management at any level of medical training. Mandates for pain education 
have led to fragmented educational initiatives that ignore the multidisciplinary nature of pain 
management. 4 

Having specialized in the pain and risk management setting for the past 15 years, MediCom Worldwide, 
Inc. has developed unique insights that are learned only with experience, enabling the development of 
high-impact, effective educational programs that are based directly on practitioner input, not inferences 
from secondary sources. Emerging Solutions in Pain (ESP) is one of those programs. 

Emerging Solutions in Pain Generates Continuous, Real-World Needs Data 

' 
In the past, needs assessments for ESP have been derived and deduced from expert opinion, continuing 
education program evaluations, and the published literature. The challenges of treating chronic pain 
conditions and the risks attached to those treatments are consistently well documented. From reports of 
undertreatment of a wide range of chronic painful conditions to the ever-rising safety, abuse, misuse, and 
diversion statistics related to opioid medications, the impact of these co-occurring societal health 
challenges is clear. Since 2004, ESP has supported multidisciplinary practitioners managing pain with 
information, education, and tools to optimize outcomes and minimize risks related to pain treatments. 
After four years of delivering the best-known evidence and proven practices, ESP has developed a loyal 
and growing group of users who have integrated the website resources into their armamentarium of 
practice supports. 
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Exhibit 3.1: Membership Growth from 2005 to Date 

ESP Member Growth 
Year Members Growth 

2005 1343 N/A 

2006 1,507 +339.4% 

2007 3,601 +139.0% 

2008* 5,877 +63.2% 

• 2008 DctU lo 9•h Nov 2008 

Exhibit 3.2: ESP Membership Demographics by Degree 
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Exhibit 3.3: ESP Membership Demographics by Specialty 

The inherent ability to capture user sessions, traffic on individual pages, and downloads provides 
continuous educational and informational needs metrics that most other educational activities cannot 
approximate. Thus, primary research and data are the principle mechanisms used to determine the 
informational and educational needs of practitioners outlined in this grant request. 

The specific content consumed on the ESP website provides primary metrics related to practitioner need. 
Current contents of the web resource are outlined in Section 7: ESP 2009 Grant Website Pages 52 to 64 
and the following table shows the most frequently accessed information over the past year. 
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Exhibit 3.4: ESP Most Frequently Accessed Web Content 

Robust and relevant content delivered via innovative educational activities and programs has enhanced 
learning for steadily increasing numbers of practitioners. The average time spent on the ESP website is 
higher than any other pain/risk related practitioner site, see Exhibit 3.5 for the user hits,· sessions/ and 
average session length/ attributed primarily to the broad and deep content that resides there. 

• A Hit is defined as a request for a file from the web server. The number of hits received by a website is a standard measure of a 
websites' popularity. 

1 A Session is defined as a series of requests from the same uniquely identified ESP member from log in to log out. A session 
contains multiple hits and page views. 

* Average Length of Session is defined as the amount of time that visitors spend on the site each time they visit. It usually 
represents a measure of user engagement. 
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Exhibit 3.5: ESP User Hits, Sessions and Average Length of Sessions 

ESP Website Usage Summary 

i&hiMM#iffi@Mi·iiN¥1Mi -2 ... 
Total 

926,098 

1,631,606 
Hits 5,404,427* 

i 2007 I : , " 1,854,002 

i 2008* 1,841,852 

2005 9,362 

2006 31,048 

2007 71,700 
Soss,oos I 212,913' 

I 2008* 108,383 

Average 
i 2005 7:19 

Length of 
8:18" 

2006 5:23 
Session 2007 6:34 

(minutes) 
2008* 10:22 

•2008 Data to 9th Nov 2008 

Exhibit 3.6: ESP User Average Length of Sessions versus the Main Pain Education Websites 
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Content is delivered by the optimal instructional design for the information to be communicated, then it is 
delivered through all appropriate media, recognizing the learning styles and preferences of practitioners. 
Content§ has also been distributed quarterly via a series of 12 print monographs to a community of 
45,000 multidisciplinary practitioners. The ESP exhibit booth program has reached over 19,000 people at 
leading conferences. See Exhibit 3. 7 for the complete booth metrics. 

Exhibit 3. 7: ESP Exhibit Booth Metrics 

ESP Exhibit Booth Program 

Item Number 

Total Delegates 19,100 

Faculty Sessions 14 

Monographs Distributed 10,420 

Tools Distributed 2,954 

Awareness Items Distributed 4,608 

Needs Assessments Completed 1,747 

New ESP Members Enrolled 1,064 

MediCom Worldwide, Inc. Primary Research in Pain Education Needs 

While ESP metrics are informative and definitive in and of themselves, providing fresh and relevant new 
content will result in an even higher reliance on and confidence in the ESP resources and ultimately 
improved practice outcomes, including minimized risk. 

§ Data to end December 2008 
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In September 2008, MediCom Worldwide, Inc. fielded a number of surveys to various practitioner groups 
involved in the management of chronic pain. The results of these surveys identify what practitioners 
confront in daily practice and prioritize those topics in which more knowledge is sought. 

MediCom Worldwide, Inc. Pain Education Needs Suivey. This survey was distributed to the MediCom 
proprietary database of 13,905 practitioners in pain and addiction medicine who have participated in 
continuing education activities over recent years. More than 900 responded to the survey, with 782 
(85.8%) currently involved in direct patient treatment. Those responses were used in the analysis. The 
targeted segments for the survey mirror those currently targeted for ESP activities and include physicians, 
nurses, physician assistants, and pharmacists. Results of the survey are summarized below. 

Demographics 

• Pain management specialists (32.2%) and addiction treatment specialists (20.6%) were the top 
two areas of full-time professional focus of responders, followed by physical medicine and 
rehabilitation, and psychology at 5.8% and 5.4% respectively. 

• More than one-third (37.7%) of responders are MD/DO, 17.1% are MS/MA/MSW/MBAs, and 
11.0% are RN/NP/MSNs. The current full-time work setting for most is office-based practice 
(26.8%), academic health centers (13.6%), and community hospital setting (13.1%). 

• The number of years in practice were distributed somewhat evenly, with the largest group of 
responders in practice between 21-25 years (23.1 % ); 5-10 years and >25 years each registered 
18.1%; 16.4% have practiced for 11-15 years. 

• A cross-tabulation of the physician segment, 343 responders, was performed. The vast majority 
(43%) of responders classified themselves as pain management specialists, with physical 
medicine and rehabilitation and anesthesiology tied for second, with 13% each. IM/FP/GPs make 
up 8% of the responders. The majority work in an office-based practice (38%), and 45% have 
been in practice for 16-25 years. 

Practice Characteristics 

• More than one-quarter (28.2%) of all responders see <25 patients in an average week, and 25% 
see 26-50 per week. When asked the total seen with a pain complaint or condition, 44.7% 
reported that < 25 per week are seen. 
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• The top three pain conditions managed are low back pain (68.5%), chronic non-cancer pain 
(40.4%), and neuropathic pain (32.3%). Fibromyalgia, acute pain, and headaches were each 
selected by approximately 20% of all responders. 

• When asked what percentage of patients being treated for pain also had a history or active 
problem related to alcohol, illegal drugs, or opioid prescription drug abuse, about half (45-55%) of 
responders reported 0-10% of their patients fell into this category. 

• However, the same number of responders reported that 31-40% of their patients presented with 
comorbidities related to psychiatric disorders such as depression or anxiety, or non-psychiatric 
conditions like diabetes or hypertension. 

• In the physician analysis, the largest segment of these responders sees between 76-100 patients 
per week, seeing the same condition mix identified by all responders. When asked what percent 
of patients have a history or current problem with alcohol, prescription medicine, illicit drugs, or 
prescription opioid abuse or dependency, 57%-66% reported that fewer than 10% of patients fell 
into these categories. However, most responders manage substantial numbers of patients with 
psychiatric (82%) and non-psychiatric (73%) comorbidities. 

Barriers to Optimal Outcomes 

• For patients who do not reach adequate pain relief, the most significant barriers were identified as 
limited access to multidisciplinary care providers (51.4%), patient concerns related to side-effects 
or addiction (20.7%), and reimbursement (19%). Physician concern related to addiction or side 
effects, and a lack of patient education tools for compliance were selected by approximately 16% 
of all responses. No substantial differences were noted in the physician demographic. 

Knowledge Needed to Improve Practice 

• When asked "If you could expand your current level of knowledge of 10 topics that would help 
you meet professional challenges and improve your personal practice relative to the effective 
management of pain, which would you study?" the survey responders ranked the following topics 
as the top 25 of 55 choices. The numbers listed next to the topic represent the number of times 
the topic was included in a responders list of top 10 preferences. 

1. Complementary and Alternative Pain Management 267 
2. Basic Science of Pain and Addiction 253 
3. Emerging Non-Opioid Pain Treatments 236 
4. Behavior Modification Therapies 228 
5. Comorbidities (Psychiatric) 224 
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6. Chronic Non-Malignant Pain 216 
7. Pain Management in Addicts 206 
8. Personality Disorders, Pain and Addiction 177 
9. Adjuvant Therapies 171 
10. Pain and Sleep 157 
11. Breakthrough Pain 154 
12. Multidisciplinary Pain Management Approaches 152 
13. Low Back Pain 149 
14. Unrelieved Pain 145 
15. Neuropathic Pain 137 
16. Fibromyalgia 136 
17. Physical vs. Emotional Pain 134 
18. Adverse Drug Reactions 129 
19. Agreements for Opioid Treatment 118 
20. Dosing, Titration, Conversion between Opioids 116 
21. Compliance Improvement Strategies 114 
22. Hyperalgesia 114 
23. Aberrant Behaviors 111 
24. Dependence 109 
25. Diversion Management 109 

MediCom Worldwide, Inc. Primary Care Pain Survey 2008. Chronic non-cancer pain management is 
clearly a challenge in the primary care community; the Primary Care Education Network (PCEN), an 
accredited provider of education to primary care providers, reached out to MediCom to assist in 
understanding the educational needs of practitioners relative to chronic pain. The last week of August, an 
online survey was distributed to 39,378 PCPs in the PCEN database. After one week, 750 completed 
surveys were received. The survey was fielded to the mix of MDs, DOs, NPs, and PAs contained in the 
PCEN database who are representative of program participation. PCEN reports that their "typical 
audience is 65% MD/ DO, 26% NP, and 9% PA." Two cross-tabulations were performed to determine 
differences in educational need with length of time in practice and with patient volume. The differences 
measured are reported with each question. The following are the survey results. 

• The overwhelming proportion (42%) of practitioners is in a primary care mixed provider practice. 
Nearly one-half of responders have been in practice more than 15 years and half fewer than 15 
years. Nearly half of the responders (48%) see between 50-100 patients per week. Practitioners 
who see more than 100 patients per week equal 27%, with the lower-volume "practitioners 
representing 26% of those who took the survey. 

• More than one-third (38%) see between 25-50 patients per week with a pain complaint or 
disorder. 44% reported the number they see as 25 or fewer. Less than 20% see more than 50 
patients per week. Adult medicine is the focus one-half to three-quarters of the time for nearly 
70% of the PCPs responding. Geriatric practice is one-quarter or less for 48%, while 26% 
reported that geriatrics represents between 25-50% of their practice. 
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• Lower back pain is a condition that more than two-thirds of PCPs are confronted with in their 
practice. Osteoarthritis, the second most often chosen condition, was cited by 26% fewer 
responders, emphasizing the significance of low back pain in primary care. Headache is seen 
with almost as much frequency as arthritis. Acute and post-acute pain management of abdominal 
and traumatic pain was selected by 31 % and 23% of responders respectively. Additional 
musculoskeletal and neuropathic conditions were cited by approximately 20%. 

• 20% reported that they do not usually refer patients to secondary care to manage their pain, 
indicating that the other 80% do refer, and 61% estimate they refer between 1 and 5 times in an 
average week. 

• When asked, "If you could expand your current level of knowledge of 10 topics that would help 
you meet professional challenges and improve your personal practice relative to the effective 
management of pain, which would you study?" the results were conclusive. Survey responders 
overwhelmingly (58%) cited back pain as the #1 topic which they would like to learn about. It was 
chosen by 13% more responders than the second most frequently cited topic. 

• The second tier of responses was chosen by about 300 of the surveyed group. Interestingly, they 
relate specifically to having command of effective pain management treatments -- complementary 
and alternative treatments, emerging therapies and optimal medication use all were topics 40-
44% thought would improve personal practice relative to the effective management of pain. 

• A larger and more diverse group of topics were selected by 30-39% of those surveyed, but they 
can be clustered into three main categories of topics: 

1. Pain types - neuropathic, chronic, acute, arthritis, fibromyalgia 
2. Pain and other conditions - depression, sleep, emotional vs. physical pain 
3. Practice strategies - multidisciplinary care approaches, practice management, legal/ 
regulatory aspects of opioid treatments 

• Ranked in the lowest 20% of responses were topics related to: 
1. Abuse and addiction risk, urine monitoring 
2. Pain and geriatrics, adolescents, pediatrics, and pregnant women 
3. Updates of clinical research and outcomes 
4. Cancer pain, breakthrough pain 
5. Hyperalgesia 
6. Acupuncture 

American Pain Foundation 2007 Practitioner Survey of Attitudes, Perceptions, and Practices in Opioid 
Therapy for Chronic Non-Cancer Pain. October 2007, the American Pain Foundation completed an online 
survey to gain an in-depth understanding of provider prescribing patterns, attitudes and perceptions 
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around opioid therapy for non-cancer chronic pain. Nearly 240 primary care physicians, pain specialists, 
nurse practitioners and physicians assistant responded. To qualify, respondents had to personally 
see/manage no less than 30 patients, of which at least 20 are prescribed Schedule II opioids (5 for PCPs, 
NPs, and PAs) in a typical month. The final sample consisted of 150 primary care physicians, 32 
rheumatologists, 26 physiatrists, 26 nurse practitioners, and 4 physician assistants. 13% of the total 

· respondents were board certified in pain management. The mean number of patients seen and/or 
managed by the total sample group per month was 413. The survey participants outlined that the mean 
percent of their patients who required pain medication was 52% and the mean number of non-cancer 
chronic patients prescribed Schedule II opioids was 49. A summary of their findings follows. 

• Non-cancer pain is undertreated and misunderstood. 76% believe that moderate-to-severe non
cancer pain is undertreated in the United States. Interestingly, nurse practitioners and physician 
assistants were more likely than primary care physicians to believe pain is undertreated. 

• Legal and regulatory issues have a dramatic impact on opioid utilization and the ability to provide 
optimal patient care. 77% say that today's drug control laws/policies impact their opioid 
prescribing practices. Only 9% are comfortable with their level of understanding about the current 
legal environment for opioid use. 27% of respondents said they could benefit from expanded 
guidance on monitoring patients on opioids for legal reasons. 

• Fears and misunderstandings about addiction greatly hinder use of opioid therapy; these fears 
are compounded by patient and provider confusion over addiction, tolerance, and physical 
dependence. Nearly one-third (29%) of respondents' prescribing habits are affected by their fear 
of patient addiction. 77% of respondents say roughly one out of three of their patients face 
prejudices while filling their opioid prescription. 

• Confusion about tolerance, dependence, and addiction is problematic. Less than one-quarter of 
respondents (23%) agree/completely agree that the clinical signs of tolerance and dependence 
are distinct enough from those of addiction. Most believe that physicians can differentiate 
between tolerance, dependence, and addiction in patients treated with opioids only some of the 
time (66%), or never (12%). Nearly half of those surveyed (46%) rely on psychological and 
behavioral insight into their patients to understand/determine the extent of addictive behavior as 
opposed to applying addictive medicine practices. 34% of respondents agree/completely agree 
that their patients often mistake tolerance for addiction. 

• Non-clinical factors impact decisions to prescribe opioids. Nearly half of the respondents (45%) 
believe that most physicians today make their decision to prescribe opioids based on non-clinical 
considerations (societal and legal issues). "Risks of treating due to regulatory attention," "stigma 
of opioid choice," and "risks of non-treating due to societal pressure" are the most frequently cited 
non-clinical issues when determining whether or not to prescribe opioids. 

• Managing patients using opioid therapy over time is a key challenge. In addition to fear of 
addiction and legalities, concerns of dose escalation (55%), and difficulty monitoring efficacy and 
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usage (52%) were cited as top challenges regarding the use of opioids. Only 12% of respondents 
don't expect to treat patients with a succession of opioids and according to respondents, 90% of 
all chronic pain patients need modifications to their opioid treatment. Nearly half of respondents 
(45%) are concerned that drug-to-drug interactions limits their use of opioids for pain 
management; however, only 11% report that their treatment options have been limited due to 
drug-to-drug interaction. 

• Lack of reimbursement/formulary support somehow hinders health care providers' ability to offer 
the ultimate care. 40% of respondents believe that it is important for them to have as many 
reimbursed opioid options as possible due to patient's non-responsiveness; however, less than 
half (45%) have all opioid treatment options reimbursed in the area where they practice. 

Summary of Needs Assessment Findings: Ongoing Challenges Associated with Optimizing Pain 
Treatment and Minimizing Risk 

Using the survey results in combination with ESP website intelligence, several areas of focus for 
educational activities emerge. While there are clearly differences in the practices of pain specialists and 
primary care providers, it is clear from the research that pain specialists and primary care providers have 
comparable pain conditions to manage, and both groups rate the most commonly encountered pain 
conditions at the top of their list of "more education needed" topics. 

It is clear that the highest interest in managing chronic pain lies in alternative treatments, the participation 
of diverse specialties and disciplines in chronic pain care, improved patient education, and compliance 
strategies. This supports what the APF practitioner attitude survey measured - there are serious 
concerns related to the use of opioid medications in spite of demonstrated effectiveness in treating pain. 
Specific educational activities are needed that will support practitioners confidence in managing chronic 
pain, especially when opioid treatments may provide the optimal outcomes. 

More education and tools are needed to address the: 
• Nature and rate of known risks versus benefits 
• Types, magnitude, and frequency of risks and benefits 
• Populations at greatest risk and/or those likely to derive the most benefit 
• Reversibility of adverse events observed 
• Using appropriate tools to minimize treatment risks while preserving treatment benefits 
• Employing ongoing evaluation and reassessment approaches 
• Making adjustments, as appropriate, to the treatment and risk minimization plans to further 

improve outcomes 
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Desire to better understand and manage the most commonly encountered conditions may also be driven 
by attitudes toward opioid use. Clinical topics the surveyed groups want to learn more about to improve 
their professional practices can be logically clustered. 

• Assessment of pain, stages of pain, and strategies for management 
o Diagnostic tools and approaches 

• Pain types - chronic: low back pain, neuropathic, arthritis, fibromyalgia 
o Presentation, etiology, differential diagnosis, care plan, monitoring 

• Pain types - post-acute: post-traumatic, post-operative 
o Presentation, etiology, differential diagnosis, care plan, monitoring 

• Pain and other conditions - depression, sleep, anxiety, common comorbidities 
• Effective pain treatments including complementary and alternative treatments, emerging 

therapies and optimal medication use, behavioral modification therapies 
• Practice strategies - multidisciplinary care approaches, practice management, referral 

management, access to specialized supportive pain management resources 
• Basic neurobiology and neuroscience of pain and addiction scored highly across surveys 

The pain specialist group and those PCPs who manage many chronic pain conditions with opioids have 
distinct interest in the broad array of opioid-related topics rated in the second tier of the MediCom 
pain survey: 

• Adverse Drug Reactions 
• Agreements for Opioid Treatment 
• Dosing, Titration, Conversion between Opioids 
• Compliance Improvement Strategies 
• Hyperalgesia 
• Aberrant Behaviors 
• Dependence 
• Diversion Management 

A vast unmet need exists for effective management of chronic pain in spite of the availability of proven 
effective medications and the increasing incidence of abuse, misuse, and addiction. Therefore, it is 
essential to provide additional information and treatment strategies to health care providers through an 
educational program that is designed to enhance the health care professionals' approach to pain 
management and ultimately result in improved patient outcomes. 

The ESP programs, at their core, address selecting the right pain treatment for the right patient. 
Assessing the potential for risk and monitoring for risk throughout treatment is an ongoing theme in ESP 
educational programs and communications. Loyal users of the ESP programs have come to depend upon 
the resource to support their professional practice. 

Therefore, MediCom Worldwide, Inc. proposes the ongoing support of the Emerging Solutions in Pain 
program. The purpose of this grant request is to support ESP in becoming even more visible, relevant, 
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better utilized, and more effective in meeting its mission than ever before. Targeted education and 
outreach will include: 

• Health care practitioner newsletters 
• Practice tools for health care practitioners 
• Continuing education for health care practitioners 
• Disease awareness programs 
• Patient education programs and tools 
• Consent forms/treatment contracts 
• Data collection programs 
• Tracking of practitioner education completion 
• Safe use programs 

To ensure that the resources expended on ESP are actually achieving the desired goals, evaluation of 
the program has been addressed in greater detail for 2009 than in previous years. The metrics program 
for ESP will include a continuum of measurements that will allow for critical assessment of performance 
overall in achieving goals. MediCom has selected a set of well-defined, evidence-based, and objective 
performance measures tailored to ESP to determine whether the program's goals and objectives are 
being achieved. 

• Ongoing Needs Assessments - Surveys of health care practitioners using various modes (in
person, web-based) will be used by ESP to assess knowledge, attitudes, policies, and practices 
of health care practitioners. 

• Effectiveness of Educational Activities -Assessments of comprehension, knowledge, attitudes, 
and/or impact on desired treatment behaviors will be conducted across all parts of the 
ESP program. 

• Performance Metrics - Reach, frequency, downloads, session length, user sessions, members, 
will all be monitored to ensure maximum performance. 

• Outcomes Measurement - A range of programs will be developed to assess and measure impact 
of ESP on patient outcomes. 

• Surveillance System Baseline and Monitoring - While it is true that adverse event data are 
potentially biased due to many variable factors, there are trends related to specific patient 
populations that may be observed across surveillance systems. ESP will monitor several 
surveillance systems and will recruit those most familiar with the relevant data to the advisory 
board of ESP. 

November 12, 2008 Page 20 

Highly Confidential TEVA_MD L_A_ 06766880 

P-29481 _ 00644



07300O.29

Emerging Solutions in Pain: 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Section 3: Assessment of Educational Need and Performance Gaps 

Specific tactics and initiatives to address the ongoing unmet educational needs of health care 
professionals managing chronic pain and risks of misuse, abuse and addiction with estimated budgets will 
follow in subsequent sections 6 through 14. 

References: 

1 Food and Drug Administration Center for Drug Evaluation and Research, Joint Meeting of the Anesthetic 
and Life Support Drugs and Drug Safety and Risk Management Advisory Committee May 5, 2008. Open 
Public Hearing Speaker Micke Brown. 

2 Kuehn BM. Scientists probe ways to curb opioid abuse without hindering pain treatment. JAMA. 
2007;297(18):1965-1967. 

3 Trunzo D. Admissions to Substance Abuse Treatment for the Abuse of Opioid Analgesics: Findings 
from the Treatment Episode Data Set (TEDS). Presented to an FDA advisory committee meeting May 5, 
2008. 

4 Fishman SM. Recognizing pain management as a human right: A first step. Anesth Analg. 
2007;105(1 ):8-9. 
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ESP Overview 
As evidenced by the assessed needs of practicing pain management and addiction medicine health care 
professionals, an educational and practice gap clearly exists regarding appropriate management of 
patients with chronic pain. Moreover, while outstanding educational programs are available that focus on 
the appropriate treatment and management of this patient population, these programs and activities are 
available across a diverse number of venues and formats. This has resulted in an educational 
environment in which clinicians actively seeking tools, education and resources are required to 
investigate multiple sources of education prior to identifying the most appropriate source to fulfill their 
individual needs. 

To address these gaps, Emerging Solutions in Pain was launched in February 2005 as a broad-based 
initiative employing an integrated communication approach to education and information dissemination, 
and has resulted in a dynamic repository of information, tools, resources, and education for health care 
professionals who provide care to patients suffering debilitating pain. 

The Emerging Solutions in Pain Achievements in 2008 

Emerging Solutions in Pain Membership 
The Emerging Solutions in Pain membership has continually grown since launch. The current 
membership is 5,877' with a forecast of 6,000 members by year-end. More than half of these users are 
MDs/DOs/PhDs, with the next biggest member group being nurses and physicians assistants. The top 
specialties of users is outlined in Exhibit 4.4 with one-third being pain management specialists. A review 
of the ESP member specialties versus the two highest circulation periodicals (each being focused on 
prescriptions for pain) subscribers' specialties will identify the targeted areas for membership expansion. 
Please note that not all print-based prescribers will be potential targets for the ESP website (and hence 
membership) as their preferred learning format is print rather than digital/web-based media. The figures in 
Table 4.1 will provide a guide for expanding our ESP member numbers and for targeted awareness 
mailings in 2009. 

T bl 4 1 ESP M b ' S . If a e .. em ers ,pec,a res versus wo 1g, es trcu a 10n er,o ,ca s u scr, ers ,oecta ,es T H' h t c· I f P . d' I S b "b ' S . It" 

Specialties ESP Members Pain Medicine Practical Pain 
Subscribers Management Subscribers 

Pain ManaQement 1,006 2,438 3,502 
Anesthesioloav 393 Not distinguished 3,568 1 

Neuroloav 108 5,146 3,988 
Orthopedic SurQery 76 5,538 4,587 
Phvs Medicine & Rehab 218 1,936 2,038 
Primary Care 389 23,452 18,424 
Oncoloqv 65 783 287 
RheumatoloQV 29 2,113 847 
Psychiatry/PsycholoQY 263 Not distinguished 948 
Source: ESP Membership List, Pain Medicine Media Planner, PPMJ Prospectus Document 

·oate to 9"' November 2008 
1This is listed as Anesthesiology/Pain Medicine 
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The users are distributed worldwide (see Exhibit 4.2), although when looking specifically at USA 
membership (Exhibit 4.5), the majority of ESP members are based in California followed closely by New 
York and Florida.1 

ESP Member Growth 
Year Members Growth 

2005 343 N/A 

2006 1,507 +339.4% 

2007 3,601 +139.0% 

2008* 5,877 +63.2% 

* 2008 Data to 9th Nov 2008 

1The top 10 population rank amongst states are (1) CA-11.95%, (2) TX-7.81 %, (3) NY-6.31%, (4) Fl- 5.97%, (5) IL-4.20%, (6) 
PA-4.06%, (7) OH-3.75%, (8) Ml-3.29%, (9) GA-3.12%, and (10) NC-3.08% 
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EmergingSolutionsinPain. com 
The core educational component of this initiative is the ESP website, www.EmergingSolutionsinPain.com, 
which offers the latest educational disease awareness information in the field of pain management. The 
website provides health care professionals with an extensive array of tools for assessing the potential for 
misuse, abuse and addiction in their patients with chronic pain, for monitoring their pain patients, and for 
accessing information regarding "best practices" in the long-term management of these patients. The 
website is sectioned into 6 main categories: 

• Home 
• About ESP 
• Knowledge Center 
■ Tools 
• Continuing Education 
• Resources 

Registered members of EmergingSolutionsinPain.com also have access to an array of clinical content to 
support the management of chronic pain. During 2008, the following achievements and content were 
added to the ESP website: 

• About ESP 
o Worked with over 30 established and "rising star'' KOLs (including, but not limited to: 

November 12, 2008 
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Abbott, Argoff, Bolen, Brookoff, Brown, Buckenmaier, Compton, Edwards, Fanciullo, 
Fine, Garcia, Gilson, Ginsberg, Good, Gourlay, Gudin, Haythornthwaite, Heit, Mao, 
McCarberg, Morris, Passik, Rajagopal, Schlyer, Schnierow, Shurman, Stanos, Strickland, 
Todd, Washington, Webster, Zeppetella, and Ziegler) 
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o Won multiple quality, content and technology excellence awards (including 
Communicator Awards of Distinction, Videographer Awards of Excellence & Distinction, 
Gold & Honorable Mention Hermes Creative Awards, MarCom Awards, Telly Awards and 
Davey Awards) · 

o Released 5 press statements on the launch of new tools and awards 
• Knowledge Center 

o 12 Expert Commentaries - 11 video-based and 1 print-based 
o 24 abstracts of medical journal articles relevant to the ESP initiative posted to the "In the 

Know" section from 17 different source journals 
o 24 video-based FA Os in the Knowledge Library 
o Multiple Multimedia postings, including high-definition videos 
o 12 Ask the Expert audio podcasts 
o 6 State Your Case columns 
o Converted 7 Pain & Addiction programs into high-definition full-screen videos 

• Tools: ESP has launched 7 new and unique clinical tools including: 
o ESP Tool Kit II 
o ESP Patient Tool Kit 
o 9 Instruments of Assessment 
o Practitioners Guide to Patient Visits: Techniques and Tools 
o Patient Education Series 
o UDT PocketGuide§ 
o UDT Interpretation Tool§ 

• Continuing Education 
o 4 Journal Club audio columns (including Ziegler, Gilson, Todd andPassik + Gudin§) 
o Management of 8 monographs as part of the Knowledge Series collections 
o 4 online monographs in pdf format with online evaluation and printable CE certificate 

(including Ziegler, Schnierow & Shurman, Webster, and Fanciullo & Washington§) 
• Managed and sent 5 scholarship winners to national congresses 
• Continually updated links and resources 
• Produced 4 Beacon quarterly newsletters§ 

In addition, members are required to register prior to accessing the fundamental Emerging Solutions in 
Pain resources and tools. This enables tracking of information pertaining to member specialty and Tool 
use, and provides a method for updating site users with information regarding new programs and tools as 
they become available. As of November 9, 2008, membership at EmergingSolutionsinPain.com increased 
163%, for a total of 5,877 clinician members. 

§Yet to be posted, Beacon Winter Newsletter is due to launch imminently 
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What's New? 

11:J Ask the Experts. Questions regarding the propriety of a famif1 doctor conmuing to 
gr:e oxycodone or ooiilte, to a patient 1'#.h chronie back pan bv Brookoff 

11:J Knowledge l.br;uy. Are there new opioid therapy studies showng succescs vis-a-vis 
aberrant behaviors? - Steven D. Pass,k, PhD 

11:J In the Know - Bidirectional Pain-Sleep Relationship 

11:J Expert CorrrnentaJV • Pain Opioids and Sleep - Lynn Webster MD FA(pM FASAM 

11:J CE Monoorapl1 • A Multidiscipinary Approach to the Medical Management of Sieeo. 
Chronic Pain. and Drwing • by Bradley J. Schniero-.v, MD. MS and Joseph Shumian, 
Mn 

Page 27 

What topics would you like to 
see more of on this website? 
() Oiffer•r.t !WI'• ty?es - •.;., fibro,rr,yii~ 

O :,:::oob;C therJ.Plcs. e.e,. 

0 -=-.&I -:>evtiOPff'"..er.t · •-~-. ~i"IC-il 

QF,m 1g,pic.s • e.·1 .. pkes-
QOtoe, --

TEVA_MD L_A_ 06766887 

P-29481 _ 00651



07300O.36

Emerging Solutions in Pain: 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Section 4: Educational Initiative Overview 

Since the launch of the Emerging Solutions in Pain website in February 2005, almost 6.25 million hits to 
the site has resulted in more than 993 gigabytes·· of information being downloaded directly from the ESP 
site to practicing clinicians; almost 750 megabytes of information is downloaded daily. Exhibit 4.7 
demonstrates the trend of recent activity on the Emerging Solutions in Pain website in terms of visitor hits 
and sessions over time. A "session" is defined as a series of clicks on ESP by an individual visitor during 
a specific period of time; a session is initiated when the visitor arrives at ESP, and it ends when the 
browser is closed or after a period of inactivity. The average monthly ESP session for October 2008 is 
over 16 minutes. The significant number of monthly sessions is not surprising, given the many diverse 
tools available to practicing clinicians, both as printable documents and as electronic downloads. 

Please note that·the Website Outcomes are comparing a complete year of 2007 to January-November 
2008. When comparing a similar period of 2007 to 2008 all metrics show significant growth. 

Meet the Expert Exhibit Booth 
The exhibit booth is an informational and interactive display for educating clinicians in the Emerging 
Solutions in Pain initiatives at national congresses and association meetings. In 2008, the ESP booth was 
tailored to activities to the size and specific purpose of the congress or association. Thus, at larger 
meetings, the full Meet the Expert Booth is utilized, while a smaller Emerging Solutions in Pain booth is 
displayed at smaller congress and association meetings. 

-1 gigabyte = 1,024 megabytes 

November 12, 2008 Page 28 

Highly Confidential TEVA_MD L_A_ 06766888 

P-29481 _ 00652



07300O.37

Emerging Solutions in Pain: 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Section 4: Educational Initiative Overview 

In 2008, the ESP booth was displayed at the following congresses: 
• American Academy of Pain Medicine 
• American Pain Society 
• American Association of Physician Assistants 
• International Association for the Study of Pain 
• American Society of Pain Management Nursing 
• International Congress on Pain and Chemical Dependency 
• American Academy of Physical Medicine and Rehabilitation 

The purpose of the Emerging Solutions in Pain Meet the Expert booth is to disseminate information 
concerning the ESP initiative to clinicians practicing in the field of pain management, and to educate 
those clinicians on the assessment and monitoring of pain patients and on good practice management 
techniques. The 2008 booth metrics are as follows: 
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Live Events 
A full-day conference satellite symposium entitled "Emerging Solutions in Pain: The Interface of Pain and 
Addiction" was presented at the 2008 American Academy of Pain Management Annual Conference. The 
core group of faculty included: 

• Howard Heit, MD, FACP, FASAM 
• Jennifer Bolen, JD 
• Steven D. Passik, PhD 
• Lynn R. Webster, MD, FACPM, FASAM 
• Douglas Gourlay, MD, MSc, FRCPC 

The Symposium Topics Included: 
■ The Interface of Pain and Addiction: The Challenges of Safe and Effective Treatment that 

Maximizes Positive Outcomes 
Howard Heit, MD, FACP, FASAM 

• Rational Pharmacotherapy: Opioids, Nonopioids, and Adjuvant Therapies 
Lynn Webster, MD, FACPM, FASAM 
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• Assessment Strategies: Identifying the Best Therapy for the Individual Patient: Practical 
Approaches to Successful Monitoring: Making a Differential Diagnosis 
Steven D. Passik, PhD · 

• Case Study: Chronic Pain and Substance Abuse Issues 
Douglas Gourlay, MD, FRCPC, FASAM 

• Why You Need to Understand the Synergy of Pain and Addiction: An Interactive Session 
Jennifer Bolen, JD 

The Symposium Evaluations: 
The 108 evaluation forms that have been returned are as follows: 

• 62CME 
• 7 CPE 
• 23 CNE 
• 13CE 
• 3 Unknowns 

The following exhibits (Exhibits 4.10 to 4.19) provide a top-line overview of the completed and returned 
meeting evaluations showing that 43% of the delegates prefer live meeting for their continuing education. 
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Exhibit 4.10: Demographics of the AAPM Symposium Delegates 

Exhibit 4.11: Achievement of the AAPM Symposium Objectives 
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Exhibit 4.12: Fair, Balanced, and Free of Commercial Bias of the AAPM Symposium 

Exhibit 4.13: AAPM Symposium Speaker Quality and Ability to Convey Subject Matter 
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Exhibit 4.14: AAPM Symposium Information 

Exhibit 4.15: Did the AAPM Symposium Cause you to Clinical Practice 
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Exhibit 4.16: AAPM Symposium Delegates Commitment to Change Practice 

Exhibit 4.17: Are Activities Such as the AAPM Symposium Necessary & Important 
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Exhibit 4.18: AAPM Symposium Delegates Preferred Learning Formats 

Delegates were able to select more than one preferred formal 

Exhibit 4.19: Emerging Solutions in Pain Live Event 
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Emerging Solutions in Pain in 2009: 
In 2009, the Emerging Solutions in Pain Initiative will take the appropriate next steps to progressively 
change the educational programs, building on past learning, the current environmental changes, and 
future educational needs toward greater improvement in pain patient care outcomes. 

We will continue to pioneer the creation and dissemination of educational tools, resources, and activities 
that support the goals and objectives outlined within this overview to ultimately become the "GO TO" 
resource for the best current evidence and practical tools for achieving optimal outcomes in the 
management of chronic pain while minimizing the risk ~f abuse, misuse, and diversion. 

In 2009, MediCom Worldwide, Inc. will be seeking multi-educational support to further enhance the 
credibility of content provided and disseminated. The grants will be divided into two categories: 

■ Core Activity Operating Grants - to support the ongoing conduct of basic program with 
essential upgrades and enhancements 

• Expansion Grants - to support ventures into new audience groups, expanded metrics, 
ramped-up distribution outlets 

Cephalon, Inc. will be recognized as the founding granter as appropriate within the 2009 ESP content. 

The Emerging Solutions in Pain Mission Statement 
Emerging Solutions in Pain (ESP) is an ongoing educational initiative developed to address some of 
today's most critical issues in pain management. These issues involve balancing fundamental rights of 
patients and clinicians with the challenge of risk containment for opioid misuse, abuse and addiction 
associated with medical prescribing and use of controlled substances. Through evidence-based scientific 
data, validated tools, and the expertise of a cadre of leading pain and addiction medicine experts, the 
ESP program provides clinicians with guidance in the implementation of good practice management 
techniques. Site features and programs emphasize favorable interaction with regulatory and law 
enforcement agencies, as well as effective assessment, monitoring and documentation strategies; all of 
which contribute to the overall goal of optimizing outcomes for patients in pain. 

The ESP Vision 
To unite professionals committed to relieving pain suffering; increase knowledge of best clinical evidence 
and promotion of skills for effective pain management; accredit and encourage clinicians who care for 
pain sufferers to actively participate in ongoing professional development; and foster interdisciplinary 
teamwork for the practice of pain management. 

The ESP Values 
ESP will achieve its objectives by continuing to be a valued resource to pain management and addiction 
medicine health care professionals. ESP will: 

• Educate by providing peer-reviewed learning formats to keep our members informed of the 
critical issues in pain management today; 

• Create an environment of coaching, education, skill acquisition and delivery that serves to 
validate improved patient care outcomes, and 
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• Continually strive for excellence in all we do so that we may be seen by our members, our 
referral sources, our colleagues, and our community as the preferred provider of pain 
management educational services. 

ESP Global Educational Objectives 
The ESP 2009 objectives which are designed to fulfill the educational needs of health care professionals, 
who provide care to patients with chronic pain include the following: 

1. Grow the ESP Membership from 6,000 Members to 10,000 
• Retain current members 
• Recruit new members 

• Higher % of current audiences 
• New groups - pharmacy, high-prescribing opioid PCPs 

• Improved demographic data collection 
• Ongoing needs, utilization, and satisfaction data 

2. Enhance Credibility/Relevance of Content 
• More input from users and advisors 
• KOLs - add from recognized academic programs, state and federal agencies, 

surveillance community, VA, etc. 
• Up-to-minute, evidence-based content 
• Affiliation development - associations, academic institutions, external organizations 

involved in chronic pain, addiction treatment, surveillance, disease management, 
regulatory, programs, etc. 

• Demonstrate effectiveness - more metrics 
• Publication of performance metrics, practice data collected 
• Multi-sponsorship 

3. More Content via More Media 
• Incorporate existing highly valued content into alternate media 
• Key new content into best used online resources 
• Increased content distribution via booth, live, print, direct communication outlets 

T.bl42S a e .. ummarvo fP ropose act,cs ate e to 11ect1ves d T. . M h d ESP Ob. . 

Tactic Objective 1 Objective 2 Objectives 3 
Foundation Initiatives X xx X 
Website X X X 
Tools xx X X 
New Programs xx xx X 
Accredited Symposia X xx xx 
Accredited Print X xx xx 
Exhibit Booth xx X xx 
Outcomes Measure X xx X 
Targeted Recruit/Aware xx X X 
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Components of the ESP Initiative 
ESP is designed to be a continuously evolving resource in which all content, media and format decisions 
are based upon an ongoing and proactive information collection strategy focusing on the needs of health 
care professionals who provide care to patients with chronic pain. The continuous nature of this 
information collection will serve as an ongoing needs assessment and, through careful analysis of the 
data and subsequent adaptation of strategy, will result in an initiative that is finely tuned to the needs, in 
terms of content and formats, of the target audience. 

ESP will continue to understand both the content and format requirements of our members, ensuring we 
address the needs of the diverse interdisciplinary team. Formats will be developed to match individual 
learning styles. 

Table 4.2. Summarv of Preferred Learnina Stvle and ESP Format Available 
Learning Preference Format Available 
Read Transcripts, Information Brochures, Direct Mailings, 

Monographs, Emails 
See Videos, Online Guides 
Hear & See Video, Audio, Podcast, Holograms 
Hear, See, Sav & Write Interactive Tools, Live Events, Booth Activities 
Hear, See, Say, Write & Practice Doing Simulation 

The subsequent sections in this proposal will outline the 2009 tactical plan, and provide detailed line item 
budgets for each tactic and initiative component. In addition to the above, brief outlines of optional tactics 
are included in relevant sections. Pending availability of additional funding, these optional tactics may be 
employed to further extend the reach and build awareness utilization of ESP as the "GO TO" resources 
for practical and educational information supporting improved patient outcomes in pain management and · 
addiction medicine. 

In Summary, We Plan to: 
• Continue what is working well 
• Reach more of those who impact chronic pain patient outcomes 
• Continually understand what information is needed and assess our effectiveness against 

those needs 
• Provide the best and latest evidence and practical tools 
• Apply innovative technology to deliver education in formats valued by our members 
• Provide the right information at the right time and in the right format 
• Establish a dominant presence as the "GO TO" resource, building upon our reputation for quality, 

relevance, credibility, and utility 
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Tactic Est Costs. Notes• 

Expansion of ESP clinical advisors to include diverse specialties in pain 

2009 ESP Peer Review Panel management, addiction medicine and related clinical fields; includes 

and Expanded Clinical $26,890.00 community-based pain physicians and addiction medicine physicians, nurses, 
physician assistants, pharmacists and legal/law enforcement specialists; 

Advisors 
expanded advisory panel will contribute peer-to-peer recommendations for new 
content and review of content for interdisciplinary updates 

2009 Scientific and Clinical 
Meeting of ESP clinical experts and advisors to recommend and review ESP 

Expert Advisory Board Meeting $115,793.20 initiatives and strategies; to analyze current ESP content archives for relevancy 
to current clinical audiences; and to provide guidance for future directions 

Reprogramming of site infrastructure to utilize Joomlal 1.5 technology, to enable 
Website Update to Joomla! 1.5: more robust tracking and metrics collection, to allow for deployment of a greater 
Infrastructure Development and $196,854.20 diversity of educational content in multiple media types; includes all 
Site Programming management and analysis of site utilization data, hosting, co-location and 

maintenance/troubleshooting 

Series of video-based expert commentaries on topics pertinent to pain 

Clinical Expert Commentaries $54,073.45 management, addiction medicine, safe opioid prescribing, patient assessment 
and monitoring, and practice management; 1 column/month, 6 of 12 columns 
are included in this Qrant (see note at the bottom of PaQe 43) 
Relevant articles from leading pain management/addiction medicine journals 

In the Know Summaries $21,064:oo are summarized and posted; 1 summary to be posted/month, 12 of 24 
summaries are included in this grant (see note at the bottom of Page 43) 
Series of 12 video answers to commonly asked questions concerning pain 

Knowledge Library $26,337.00 
management and addiction medicine; each video clip to feature one clinical 
expert faculty; 1 - 4 minutes per video clip; 2 FAQs per month, 12 of 24 FAQs 
are included in this grant* (see note at the l::iottom of Page 43) 
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Section 5: 2009 ESP Grant Budget Summary 

Column in which ESP members may submit questions to ESP faculty; faculty 
Ask the Experts $16,615.00 questions are posted as MP3 files for audio podcasts; 1 column per month, 6 of 

12 columns are included in this grant* (see note at the bottom of Page 43) 

In the News $5,864.60 Daily news feed of pain management, addiction medicine-focused 
news headlines 

Web Resources and Links $10,787.50 
Identification of and link programming to pain management and addiction 
medicine-related base resources, links, suggested articles 

The ESP Case Library $65,205.00 Clinical expert authored case vignette column, posted as both audio recorded 
files for podcasting and transcript; 12 case vignettes total 

ESP Interdisciplinary Content 
$50,180.00 

Selected content on ESP will be differentially interpreted by relevant clinical 
Integration specialties; interpretations posted as audio or text files; 24 interpretations total 

Update of 2008 ESP Content 
Update of content and/or programming of tools and resources posted on ESP in 

$52,311.30 2008 to reflect data and content that has changed since original posting; 4 
and Tools updates total 

Online Distribution of the ESP Online request form for clinicians who have the need for the ESP Video Patient 
Patient Tool Kit 

$18,468.30 
Tool Kit; 1,500 Tool Kits to be distributed total 

The ESP Patient Interview 
Case-based series of patient vignettes that allows the individual user to work 

Decision Tree Algorithm: How $88,284.20 
through a series of interview/assessment techniques, with assessment 
outcomes determined by choices made by the user, with multiple possible 

to Talk to Real Patients About outcomes to each assessment interview; 3 cases total 
Real Problems 

Tool to allow PCPs to efficiently and effectively categorize potential pain 

The ESP Referral Tool: When, 
patients into one of three groups for referral strategies; tool to include a 

How and Why to Refer, and $69,024.55 
checklist of questions/behavior types utilized early in the physician - patient 
relationship; consultation request form/tool for use by the PCP in requesting a 

What to Expect from a Referral consult; and consultation reply form/tool for use by the pain specialist/addiction 
medicine specialist to provide information back to the referring PCP 
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Subscription-based print initiative for pain specialists, clinics; subscribing ESP 
members receive poster with important clinician-focused facts and information 

ESP Resource Center: A supporting safe and effective prescribing of opioids, an adhesive poster pocket 

Subscription-Based $162,778.35 
for distribution of quarterly information resources and first quarter's information 

Communication Series resource; four new information resources will be produced in 2009, and may 
include assessment, monitoring or documentation tools; monographs or 
monograph collections: patient education fact sheets; and/or journal article 
summary collections 

Two 2-hour satellite symposia held in conjunction with the 2009 American 
2009 AAPainMgmt Satellite 

$206,360.00 
Academy of Pain Management Meeting; each symposium to be held as part of 

Symposia Series a plenary session, and to focus on the role of risk assessment in returning pain 
patients to functionality 

Enduring Material Adaptation: 
$91,763.20 

Enduring material adaptation of the 2009 satellite symposia series; programmed 
Slide-Audio Activities as 2 automated slide-audio activities on ESP 

Four issue series focusing on relevant topics in pain management and addiction 
Accredited Monograph Series $239,723.80 medicine; each issue accredited for one hour; 8-page format; monographs to be 

published in one of several journals appropriate for the ESP target audiences 

2008 Monograph Collection $38,412.95 Accredited collection of.the four issues of the 2008 Monograph Series 

ESP Booth Maintenance, 
Includes storage of booth, additional Faces of Pain assessment sets, new 

Storage and General Support 
$69,574.70 graphics as appropriate, updates to equipment and other support materials 

as required 
Two meetings total; suggested congresses are APS & AAPM&R but final 

20x20 Island Exhibit Booth $262,407.40 
meeting schedule TBD 

1 0x20 Mini Exhibit Booth $158,222.60 
Two meetings total; suggested congresses are AAPA & ASPMN but final 
meetinq schedule TBD 

Ongoing initiative to collect outcomes data on the impact of web-based ESP 
Ongoing Web-Based 

$35,117.00 
activities on clinician practices; a new outcomes question will be posted 

Outcomes Data Collection monthly, to identify effectiveness of ESP activities and to determine ongoing 
educational needs of ESP users 
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Outcomes study to examine the impact of ESP tools, education and resources; 
primary study outcome will focus on impact of ESP tools, resources on 

2009 ESP Initiative Outcomes 
management of chronic pain patients; secondary study outcomes will support 

Study 
$138,568.40 identification of gaps in clinician knowledge about methods for safe and 

effective prescribing of opioids that minimize risk of opioid misuse, abuse and 
addiction; the outcomes study will result in the generation of an executive 
summary, with full details of all outcomes data collected 

Includes blast email and fax campaigns, banner advertisements, and direct mail 
Targeted Specialist $149,514.40 

postcard campaigns to targeted specialist audiences of nurses, pharmacists, 
Recruitment Campaigns physician assistants and practitioners concerned with safe and effective opioid 

prescribing 

The Beacon: A Weekly ESP Weekly electronic newsletter sent to subscribing members of ESP; each issue 
e-Newsletter Series for $101,247.30 to contain highlights and links to information, tools, and resources posted on the 
Members ESP website in the prior week 

Scholarship for 4 residents, fellows and nurses; one scholarship awarded per 

ESP Scholarship Fund $46,166.80 
major pain meeting; scholarship would include conference registration fees, 
airfare, hotel and small stipend; recipient will write abstracts of conference 
plenary sessions that can be posted on the ESP website 

> Total $2,517,609.20 

*Represents funding for one-half of 2009 programming for these resources; funding to support the other half of these resources is identified as an 
option only for this grant, and, unless this option is exercised, funding will be sought from other granters 
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Program Title 
The ESP Scientific and Clinical Expert Advisory Board, Peer Review Panels 

Background 
The ESP Advisory Board has traditionally been comprised of the following thought leaders: 

,,. . . www.w . WWW 

Je'nnifer:--BoleitC: __ .. -.. --·,;~_::o.~_ .. '.·.~.•·· ··'·.,·-·: __ . -~ ;~'??···:if"• ,, _'Wi ··-
Daniel Brookoff MD, PhD XX_ 

Da~id ·al1:Jstj?9od . "j ~f ti, Jb 
--- ·,_- ·~-'::::' ~- _<-.·_ 

Peggy Compton 

Pat'rrci~-Goq;:r. ~- -
;. :'":\_·_~ .. :/:-:.-L . 
Douglas Gourlay 

Jeft'rey'dJiciM _ 
'_f. ~ -

. .. 

RN; PhD X 

MD 

MD 

PhD 

MD 

xx,' 

X 

X 

xx
xx 

X 

xx X 

··•?:;~,,xx·

xx 

Howard Heit 

David Joran:son 

Steve Passik 

j0eShUrman 

Steve Stanos 

Jetlriifer Strickland 

April Vallerand 

Lynn Webster_ 

DO 

Pharmb 

RN, PhD 

Mb ,x 'C:xx 
. :i,.,•J,', a•• •• •

1t- <.t-:• '";': \;./'.~,::,_ --~ . 

Penelope Ziegler 

X 

xx 
xx 

This faculty panel has been instrumental in assisting ESP in developing educational content of the 
greatest benefit to health care professionals who treat patients with chronic pain. However, treatment of 
chronic pain remains a challenge to a diverse array of health care professionals. More primary care 
physicians are prescribing opioids, and are encountering the associated challenges of side effects, risk of 
addiction and legal regulations. 
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Proposed Program/Educational Solution 
ESP Scientific and Clinical Expert Advisory Board and Meeting 
MediCom is proposing to recruit a new faculty panel to create a "refreshed" ESP Scientific and Clinical 
Expert Advisory Board which: 

■ Represents all target audiences 
■ Has fresh perspectives on the current education requirements and challenges 
■ Catalyzes new interactions between current and new faculty members 
• Provides increased resources to aid achievement of 2009 ESP objectives 

ESP Peer-Review Panel 
Since the ESP website is a resource for the entire community of clinical practitioners, it is vital that there 
be sensitivity to the realities of practice among the non-specialists. MediCom Worldwide, Inc. believes in 
the application of the accepted standards for excellence in peer-reviewed scientific and medical 
publishing as a means to communicating to participants that the content comes from a program of 
credible authorities and can be relied on for current and best practice information that affects their clinical 
practice. These standards address bias, conflict of interest, data integrity, statistical strength, study 
design, validity, scientific rigor, and other factors that contribute to credibility, quality, and usefulness. 

It will be the role of the ESP Peer-Review .Panel to evaluate content for both relevance to the broad 
practice community and the conformity of content to stated standards that address bias, conflict of 
interest, data integrity, statistical strength, study design, validity, and scientific rigor. 

MediCom Worldwide, Inc. will develop a network of peer reviewers from a range of practice settings and 
disciplines. Educational content will be evaluated by appropriate reviewers who will be selected for their 
particular specialty, knowledge, or experience with the content area as well as geographical 
representation, understanding of evidence-based practice, and the absence of outside interest. If the 
evaluations are aligned, then content will be developed into educational activities. If, however, there are 
divergent evaluations, content will be revised and additional reviews will be obtained. This will ensure that 
content meets the diverse membership needs. 

Objectives 
1. To expand the ESP Scientific and Clinical Expert Advisory Board to: 

■ Include a more interdisciplinary team including nurses/nurse practitioners, pharmacists in 
retail and clinical, physician assistants, legal and law enforcement, and primary care 
practitioners with a special interest in pain and addiction medicine 

• Include more renowned and diverse KOLs with more nationally revered credibility, higher 
levels of expertise based upon clinical and research experience, high-volume and 
recognized centers of excellence clinical settings and university-based pain clinics, 
government agencies and associations, as well as "rising star" KOLs at a fellow level 

• Include new areas of expertise thought leaders including oncology, surveillance, 
epidemiology, pharmacology, and toxicology 

2. To convene the identified ESP Scientific and Clinical Expert Advisory Board meeting to: 
• Summarize the current clinical challenges facing health care professionals in managing 

pain, the current environmental challenges including the increasing rates of abuse of 
prescription opioids with the associated increasing legal and regulatory restraints and, 
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most importantly, the fundamental rights of pain patients to receive adequate treatment 
for their debilitation and associated comorbidities, including addiction disease 

• Summarize potential activities and programs to address these challenges 
■ Based on the above: 

o Identify potential areas for the development of future Emerging Solutions in Pain 
programs and activities . 

o Assist in the development, recruitment and potential publication for the ESP 
outcomes study to examine the impact of ESP tools, education and resources 

o Identify content and tactics that will reach the widest possible clinical audience 
o Develop "content teams" who will work together throughout the year to develop 

multidisciplinary content 
o Educate new faculty in ESP 
o Gain new perspectives from new faculty on current ESP strategies/tactics 
o Reach faculty consensus on updating current tools, outlining any requirements 

for new tools, resources, programs that might be offered through ESP 
3. To ensure that all content meets MediCom standards of providing information: 

o Free of bias and conflict of interest 
o Maintains the highest data integrity, statistical strength, study design, validity, 

scientific rigor, quality, and 
o Meets the diverse ESP membership needs and disciplines 

Program Overview 
MediCom Worldwide, Inc. will employ its criteria-based approach to building a team of scientific and 
clinical experts and generalists in the development and delivery of content for the ESP website. While the 
utilization of key thought leaders in a therapeutic category for content development and review is 
common, and generally contributes positively to educational activities, MediCom seeks to guarantee the 
development and distribution of the most rigorous and relevant content by applying principles of peer
reviewed scientific communications, and by recruiting multiple tiers of specialists. These thought leaders 
will be identified from multiple specialties and backgrounds to assist in the development and delivery of 
educational content, and will include not only recognized experts in the field of chronic pain, but also 
lesser-known "rising star" clinical experts and practitioners, as well. This blend of advisors and peer 
reviewers will ensure content that is not only rigorous, scientifically accurate and evidence-based, but 
also relevant and practice/patient care oriented, as well. 

MediCom Worldwide, Inc. is recommending that the Emerging Solutions in Pain Scientific and Clinical 
Expert Advisory Board convene for a one-day meeting early Quarter 2, 2009. At this meeting, the faculty 
will address the current needs of clinicians involved in the field of pain management, identify potential 
areas for the development of future Emerging Solutions in Pain programs and activities, and reach 
consensus on updated tools and resources for inclusion on the Emerging Solutions in Pain website, booth 
program, and print materials. 

MediCom Worldwide, Inc. is recommending that the 2009 Emerging Solutions in Pain Scientific and 
Clinical Expert Advisory Board be comprised of two groups of clinical experts. One group, which will form 
approximately half of the final Board, will include currently active Emerging Solutions in Pain faculty 
members who have participated in prior ESP advisory board activities. The remaining half of the Advisory 
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Board will be comprised of expanded clinical experts. While final selection of Advisory Board members 
will be based upon availability, the faculty will be selected from those identified within the ESP current 
needs assessment, as well as continual review for those thought leaders matching the ESP criteria. 

For comprehensive programs such as Emerging Solutions in Pain, a spectrum of content must be 
developed that allows for individual practitioners, at all levels of expertise and experience, to find the 
information they need to meet their current clinical pain management challenges. MediCom has, 
therefore, developed a Knowledge Continuum that ranges from genomics through standardized practice 
guidelines to ensure that ESP content meet a diverse range of educational needs. 

Intended Audience 
Twelve is an optimal number of scientific and clinical experts for the advisory meeting, with medical and 
scientific representatives from academia and the community, comprised of diverse thought leader 
representatives. It will be the role of this group to define the most compelling and current evidence 
available, providing the basis for continual needs assessments as well as ongoing educational content. 

Format 
The format for this activity will be a one-day meeting, to be tentatively held in April 2009. The exact date 
and location of this meeting will be based on the schedules of the attending faculty. 

Distribution 
Attendance at the 2009 Emerging Solutions in Pain Scientific and Clinical Expert Advisory Board Meeting 
will be determined by past participation in the Emerging Solutions in Pain initiatives, and new faculty, by 
contributions to Emerging Solutions in Pain and in the fields of pain or addiction medicine. 

Total Budget 
The total budget to fund this activity is $142,683. 
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Proaiam Parameters: The Emeraina Solutions in Pain Advisorv Panel 

Participatina facultv 11 

Clinical expert moderator 1 

Number of one-dav advisorv board meetinas 1 

Number of new Advisory Panel Members identified 50 

Number of new Advisory Panel Members recruited 25 

Cost Summarv 

2009 ESP Advisorv Panel 

Approximate Total, Direct Expenses $1,000.00 

Total, Indirect Expenses $25,890.00 

Subtotal, 2009 Advisorv Panel $26,890.00 

2009 ESP Advisorv Board Meetinq 

Annroximate Total, Direct Expenses $82,690.00 

Total, Indirect Expenses $33,103.20 

Subtotal, 2009 ESP Advisorv Board Meeting $115,793.20 

2009 ESP Advisory Panel and Meeting $142,683.20 
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.. Detailed BtidaeUtemization: · 2009 ESP.AdvlsontPane/,. ·? i . ,,, :.: ' ,··, 

Direct Expenses, Aaaroximate Total 

Miscellaneous (pre-meeting shipping, faxes, FedEx, etc.) $1,000.00 
·•·• 

Aan;oximate Total, Direct Exoenses .. $1,000.00 .. ., 
' 

Indirect Exaenses Total 

Project management 

Recruitment of 25 new ESP Advisory Panel Members $7,500.00 

Oni:ioinQ coordination with faculty $7,800.00 

Coordination of internal teams $960.00 

Preparation and coordination of status meetings/updates $450.00 

Medical services 

Medical direction/account supervision $5,950.00 

Identification of 50 new ESP Advisorv Panel Members $3,200.00 

Administrative and accounting fees $30.00 
;". 

;· ' Total, Indirect Expenses $25,890.00 
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Detailed Budr1et Itemization: 2009 ESP Advisorv Board Meeting 
Direct Expenses, Aooroximate Total 

Print materials $2,500.00 

Meeting kits to include aQenda, handout materials, reference materials and meetinQ slides 

Soeaker honoraria (11 faculty members + 1 moderator) 

Moderator /1 l $5,000.00 

Facultv /11 facultv $2,500 oer facultv member) $27,500.00 

Soeaker travel 

Air $6,600.00 

Accommodations $6,000.00 

Ground transoortation $2,400.00 

OOP $1,200.00 

MediCom expenses: four MCWW staff 

Accommodations $2,000.00 

Ground transoortation $360.00 

OOP $600.00 

Venue rental fee $2,500.00 

Food & beverage 

Pre-meetinQ dinner (10 people) $1,400.00 

Buffet breakfast /16 oeoole l $960.00 

Buffet lunch ( 16 oeoole l $1,360.00 

Breaks /two, 16 oeoole each) $1,280.00 

Graphic desiQn 

Creation of meetin!l slides $3,480.00 

Tvoesettin!l, layout of meetin!l support materials $1,500.00 

Participant package assembly $750.00 

Meetina manaaement 

Venue coordination $2,250.00 

Travel coordination for faculty and staff $3,000.00 

Audio/visual services $6,500.00 

Transcriotion $2,750.00 

Reference purchase $300.00 

Miscellaneous Ion-site orintina, non-fulfillment shinnina, faxes, FedEx, etc.\ $500.00 
, . 'A.nni'i,ximiie Total, DirectEi<tJenses $82,690.00 
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•·. Detailed ·sudaetltemization: 2009-ESP Advisorv l3oard Meetinri 

Indirect Ex11enses Total 

Project management 

Coordination with faculty $2,700.00 

Coordination of internal teams $5,760.00 

Preparation and coordination of status meetinas/updates $600.00 

Medical services 

Medical direction/account supervision $4,200.00 

Identification of faculty and alternate faculty $400.00 

Content development for rneetina slides $8,500.00 

Proofreadina $1,562.50 

Identification of supportinQ references and material QatherinQ $1,000.00 

Fact-checking $500.00 

Onsite management (4 staff members) $5,400.00 

Administrative and accounting fees $2,480.70 
,., ., -. 

Total, Indirect Ex11en;~s ... ·. · . .. $33, 103,20 
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Section 7: The Emerging Solutions in Pain Website: Programming, 
Infrastructure and Maintenance 

Program Title 
The Emerging Solutions in Pain (ESP) website 

Background 
Please refer to the extensive ESP Needs Assessment on pages 6 to 21. Treatment of chronic pain is a 
challenge, with more than 30 million Americans suffering debilitating chronic pain. An increasing number 
of primary care physicians (PCPs) prescribe opioids and encounter the associated challenges of side 
effects, addiction and legal regulations. The ESP online community was developed using current 
evidence, clinical guidelines, best practice tools and expert opinions to assist clinicians in making 
therapeutic decisions regarding health care for managing chronic pain. Thus far, the ESP website has 
achieved the following: 

• Emerging Solutions in Pain Key Achievements 
■ Launched in 2005 and currently has 5,871° members 
■ Website was last upgraded in March 2007 to improve delivery of content 
■ Won multiple awards recognizing creative, media and content excellence 
• Has a monthly return visits of 8% with a low unsubscribe rate 

• Top Pages Requested Overallt: 
• Tool Kit I & II (ORT) 
• Pain & Addiction 101 Module: Goals of the Game 
■ Ziegler Monograph - Treating Chronic Pain in the Shadow of Addiction 
■ McCarberg Journal Club - Systemic Review of Chronic Opiords for Back Pain 
• Brookoff - Demystifying the Death of Elvis 
■ 9 Instruments of Assessment 

• Top Pain Topics Selected within ESP (other than toolsf 
• Managing Pain and Addiction (3,007) 
■ Treating Chronic Pain in the Shadow of Addiction (2,116) 
• Systematic Review: Opioid Treatment for Chronic Back Pain: Prevalence, Efficacy, and 

Association with Addiction (1,130) 
Demystifying the Death of Elvis (1,066) 

■ Determining the Risk of Opioid Abuse (784) 

Proposed Program/Educational Solution 
MediCom Worldwide, Inc. is proposing the following tactics for 2009 to further build on ESP achievements 
to-date and for achieving the 2009 objectives: 

• Migrate the website to Joomla! 1.5 
• Provide valued information resources 
• Provide valued communication resources 

'Members Count up to 9 November 2008 
tTop Pages Requested between 1 Jan 2007 and 9 Nov 2008 
iTop Pages Requested between 1 Jan 2007 and 9 Nov 2008 
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Section 7: The Emerging Solutions in Pain Website: Programming, 
Infrastructure and Maintenance 

Program Overview 
The heart of the educational component of Emerging Solutions in Pain is the online community hub 
website www.EmergingSolutionsinPain.com, which is a central repository for all programs, activities and 
resources. By acting as a key point of distribution for the latest educational disease awareness 
information in the field of pain management and addiction medicine, the ESP website has become a 
fundamental resource to health care professionals in the field of pain management, as evidenced by 2008 
usage statistics presented in the Needs Assessment Section (pages 6-21 ). On the ESP website, 
clinicians, nurses, pharmacists and residents/fellows have complimentary access to a comprehensive 
selection of educational information, resources and tools for assessing the potential for abuse, addiction 
and diversion in their patients with chronic pain, for assessment and monitoring their pain patients, for 
complying with federal and state regulations, and for accessing the latest information regarding "best 
practices" in the long-term management of patients suffering excruciating pain. 

Due to the increasing complexity of the Emerging Solutions in Pain website, which reflects the 
multifaceted and continually changing needs of health care professionals who provide care to patients 
with chronic pain, the site's three areas of core functionality will be addressed individually. These three 
areas are as follows: 

(1) Site Migration, Site Management, and Member Management 
(2) Information Resources 
(3) Communication Resources 

Site Migration 
The ESP website will be migrated to Joomla!§ version 1.5 for several reasons. Joomla! Version 1.0 will 
not be supported due to "bugs" .. and security issuestt after July 22, 2009. As a result, development and 
support for new components and features is being phased out. The key security concerns for ESP will be: 

• Physically limit access to computers to only those that will not compromise security 
• Hardware mechanisms that impose rules on computer programs, thus avoiding depending on 

computer programs for computer security 
• Operating system mechanisms that impose rules on programs to avoid trusting 

computer programs 
• Programming strategies to make computer programs dependable and resist subversion 

There is no upgrade path from Joomla! 1.0.12 to Joomla! 1.5, H thus the conversion of ESP to Joomla! 1.5 
is not an upgrade; it is instead a site migration. In addition, all new programs and activities will be 
developed for version 1.5. 

§Joomla! = is a dynamic portal engine and content management system for publishing content on the World Wide Web and intranets. 
-Bugs = errors in computer programs are called bugs. Sometimes bugs are benign and do not affect the usefulness of the program, 
in other cases they might cause the program to completely fail ( crash), in yet other cases there may be subtle problems. Sometimes 
otherwise benign bugs may be used for malicious intent, creating a security vulnerability. 
ttcomputer security includes protection of information from theft or corruption, and the preservation of availability. 

u There has been a significant rise in developer activity on Joomla! 1.5 and the platform has been called the version of tomorrow (or 
a robust web platform that will have longevity on the web). 
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Migrating to Joomla! 1.5 will enable incorporation of components and features such as: 

• CE component custom tracking, reporting, and issuing of certificates 

· • Integrated video management (currently the full-screen HD content is managed externally on a 
separate Joomla! 1.5 website) 

• New message boards (forums) with robust security measures to ensure privacy of members and 
control of general public access 

• New pull-down menus (resolving current Internet Explorer 6 issues) 

• Back-end management for rotating banners 

• Conversion of old content to new video player (SD full-screen) 

• New quiz and polling functionality 

• An interactive calendar 

• Improved content organization (auto-populated top 10 items on Home Page) 

• Easily integrated and flexible RSS§§ feed 

• Robust community tools for user registration and maintenance 

• Content feedback features 

• Efficient back-end maintenance and support 

• Automated database back-ups 

• Much more robust and flexible content management - streamlined navigation system to reflect 
the increasing complexity, variety and depth of information available to registered members 

• A new template designed for Joomla! 1.5 with the same look and feel (or possibly an updated 
look and feel) will fix some current template issues (ie, bulleted list problems) 

• Better collection of utilization metrics 

• Integration of interactive challenges and case studies 

• New video and audio search feature (iTunes-like interface) 

• The utilization of the Joomla! 1.5 migration will enable users to select their content and learning 
format preferences to enable quick and easy identification of the information that is important to 
their own unique patients and practices 

The budget for the site migration can be found on page 66. 

Site Management/Member Management 
A fundamental of the Emerging Solutions in Pain website is the requirement that registration is necessary 
to access much of the clinical information available on the site. This requirement supports the concept 
that Emerging Solutions in Pain develops tools and resources solely for health care professionals, and 

11 RSS = RSS is a family of Web feed (data) formats used io publish frequently updated works such as blog (web log) entries, news 
headlines, audio, and video in a standardized format 
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does not provide any direct-to-patient information. All patient educational programs are developed for the 
clinician to select for their individualized patient population requirements. Registration also enables 
tracking of information pertaining to member specialty and program utilization, and provides a method for 
updating site users with information regarding new programs, information and tools as they become 
available. Data management of member information and utilization tracking of individual tools, activities 
and resources will remain a critical function of the Emerging Sofutions in Pain website, as ongoing 
analysis of this information will support not only accurate assessment of the needs of health care 
professionals, but identification of the most valued tools and resources of this audience, as well. In 2009, 
we intend to actively recruit new members to join the online community and increase ESP users to 
10,000. The migration to Joomla! 1.5 will also enable members to select their preferred information 
interests as well as educational style, thereby enabling us to provide content and formats specific to the 
user's needs. All of the above will assist in achieving one of the key objectives for Emerging Solutions in 
Pain in 2009: to become the "GO TO" source for all educational requirements, giving the right people, the 
right information in the right format at the right time. 

In 2009, the Emerging Solutions in Pain website will work toward obtaining level 1 to 3 outcome metrics 
for every new piece of content posted. Metrics will be collected as a standard on the following: 

• Usefulness 
• Quality of content 
• Will the information presented cause you to make changes in your practice? 
• How committed are you to making the changes in your practice? 

The site migration to Joomla! 1.5 will assist in the gathering and analysis of more robust outcome data. 
Gathering more intelligence, more metrics and more outcome measures will drive content identification 
and decisions. It is only by continually analyzing what information is needed, assessing our effectiveness 
in providing that information and by assessing the effectiveness of that information can we become the 
"GO TO" resource. Some of the continual data collections include: 

• Needs survey fielded to targeted users 
• Learning preferences and habits survey 
• User credibility and satisfaction surveys 
• Utilization metrics 
• Integrated polling, mini data collection 
• Clinician - patient - data collection loop on specific information/outcomes 

This information will assist in continually: 
• Identifying content that is valued 
• Reaching more of those who impact patient care outcomes 
• Understanding what information is needed 
• Assessing our effectiveness for actively changing practices 
• Providing best evidence, practical tools and clinical support 
• Ultimately establishing dominance in the pain community with a reputation for quality, relevance, 

credibility and clinical utility 
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Information Resources 
One of the fundamental goals of the Emerging Solutions in Pain website is the development and 
dissemination of information, tools and resources to health care professionals who provide care to 
patients with chronic pain. These tools and resources will provide information and resources across the 
entire treatment algorithm for long-term chronic pain patient care as follows: 

(1) Initial Patient Assessment including: 
a. Medical history, physical examination, diagnostic, therapeutic and laboratory tests 
b. Evaluations & consultations 
c. Therapeutic goals 
d. Assessment tools identifying: 

i. Suitability for long-term opioid therapy 
ii. Comorbidities 
iii. Patient's potential risk for misuse, abuse or addiction of prescribed opioids 

e. Treatment plan 
f. Regulatory requirements for documentation - informed consent, treatment agreements 

and HIPM 
g. Treatments - pharmacological and non-pharmacological 

(2) Ongoing monitoring and effective management of the chronic pain patient who is prescribed 
opioids and other controlled substances including: 

a. Adverse drug reaction monitoring 
b. Periodic monitoring 

i. Identifying BTP, ... end-of-dose failures 
ii. Opioid customization - including changes to dose, formulations, including 

adding long- or short-acting and opioid rotation 
iii. Monitor progress of treatment goals, identify strengths and limitations 

of treatment 
iv. Managing tolerance, pseudoaddiction, hyperalgesia 

c. Treatment transition or referral to specialist 
d. Managing patient with a history of substance abuse 
e. Managing addiction in chronic pain patients 
f. Exit strategy plans 
g. Documentation of outcomes 

(3) "Best practice" information, associated with knowledge and information clinicians may utilize to 
safely and effectively prescribe opioids 

a. Patient advocacy and education support (as selected by the clinician) 
b. Regulatory and legal requirements for prescribing controlled substances 

-·sTP = breakthrough pain 
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The goal of the Information Resources on the ESP website is to disseminate timely, relevant and 
accurate tools and resources in each of the above areas. The following Information Resources are 
currently available on the ESP website; based on analysis of current utilization, these resources should 
continue to be available to registered members (with updated content as required) through 2009: 

(1) Overall - this section will be updated so that each new content page will include a section at 
the bottom to obtain suggestion information as well as outcome measures: 

a. Page Suggestions 

b. Outcomes 

i. Content Suggestion 
ii. Design Suggestion 
iii. Error on Page Suggestion 
iv. Further Information Suggestion 
v. Other Suggestion 

i. Usefulness 
ii. Quality of content 
iii. Will the information presented cause you to make changes 

in your practice? 
iv. How committed are you to make the changes? 

c. Registration - this section will be upgraded to provide more robust user 
information 

(2) Home 
a. Providing regular reports on all metrics data 
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(3) About ESP 

a. Clinical Advisors - including a new selection of advisors to call on for expert 
opinion on varying topics 

b. Awards - continuing to apply for both clinical content and technology excellence 
awards 

c. Calendar - calendar of events including all pain management and addiction 
medicine events and not just those with ESP activities. 

d. Press Room - continuing to increase awareness and outreach on ESP 
e. Contact Us - including a FAQ section on the most queried topics eg, resetting 

password 
f. Site Map 

(4) Knowledge Center 

Exhibit 7.3: The ESP Knowledge Center_ 

a. Expert Commentary - each month, a different Emerging Solutions in Pain faculty 
member authors a new column in the ESP Clinical Expert Commentary series. 
Each commentary addresses a topic associated with safe and effective 
prescribing of opioids and/or minimization of the risk of opioid misuse, abuse and 
addiction. To extend the reach of each installment in this series, each commentary 
is archived upon release of the next column and is available for review by 
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registered members. Since 2008, all commentaries are now available in multiple 
formats, including high-definition video, audio and transcript to reflect the diverse 
and different teaming preferences of the ESP membership. 
The budget for the 2009 EKpert Commentaries can be found on page 69. 

b. In the Know- the ESP In the Know series is a column that provides focused, 
easy-to-read summaries of relevant scientific articles published in peer-reviewed 
journals in the field of pain management. A new article is summarized bi-weekly, 
with previous summaries archived for review by registered members. 
The budget for the 2009 In the Know series can be found on page 70. 

c. Knowledge Library- the ESP Knowledge Library includes an extensive series of 
case studies, video clips and video-based FAQs that provide information for health 
care professionals who provide care to chronic pain patients. Topics are posted 
biweekly and include pharmacotherapy; assessment; abuse, misuse and 
addiction; best practices; and legal information. This section will be refurbished for 
ease of selecting topics with an iTunes-like scroll across the selection available. 
The budget for the 2009 Knowledge Library series can be found on page 71. 

d. ESP Multimedia - ESP Multimedia is a library that includes a comprehensive 
array of video and other digital media content from live symposia. The content 
from the Pain & Addiction Q&A 101 section will be selectively re purposed for 
inclusion into the ESP Multimedia section. 

e. Ask the Experts - through this web-based functionality, ESP members submit 
questions online pertaining to issues of pain management and/or addiction. 
MediCom screens all questions submitted, and forwards selected questions to the 
appropriate ESP faculty member. The selected faculty member then creates an 
audio recording of his/her answer to the question, and MediCom posts the 
recorded answer, as both an MP3 file for audio playback and in a tf;xt-based 
format; the member who asked the question is notified via email as to the 
availability of the answer. MediCom coordinates the monthly selection of 
questions from all those submitted and the posting of the ESP faculty member's 
response. All Ask the Expert questions are archived upon posting of the newest 
question and are available for review by registered members. This section will also 
have the /Tunes-like scroll of available questions. 
The budget for the 2009 Ask the EKpert series can be found on page 72. 

(5) ESP Tools 

l:~hibit i4: The ESP Tools 

A 
Welcome iP Enierging Soluti9n~ i11 Pairi! 
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Based on feedback from ESP members, previous faculty advisory meetings, and on interaction 
with health care professionals at live ESP events, Emerging Solutions in Pain released a number 
of multimedia clinician tools in 2008. These included the: 

a. ESP Toof Kit Volume II - A comprehensive resource to assist pain management 
clinicians with assessing, monitoring, and protecting their practices. It offers new 
modules, updated content, and more information designed to address today's 
critical issues. 

b. ESP 9 Instruments of Assessment - A collection of 9 valuable assessment tools to 
assist pain management clinicians in stratifying patients according to risk and 
identifying active or potential drug or alcohol misuse. 

c. ESP Patient Toof Kit-A companion to the ESP Toof Kit Volume fl and a valuable 
tool to assist pain management clinicians in educating their patients on the 
rationale and use of assessment, monitoring, and documentation for their 
chronic pain. 

d. ESP Patient Educational Series - 13 fact sheets to assist patients in becoming 
more active in their pain management. Many sections have "tear-out" sections for 
the patient to complete before their next office visit. 

e. ESP Practitioner's Guide to Patient Visits: Techniques and Tools - A virtual reality 
physician's office providing an assortment of techniques and tools that may be 
used to help practitioners better assess the patient in pain and also help to 
demonstrate patient visit documentation for improved regulatory compliance and 
improved patient management. This tool provides a fun learning environment 
where office furnishings come alive and fife drawers provide valuable patient visit 
resources. 

f. ESP UDT Toof - An interactive tool applying relevant clinical case studies with key 
learning points on the utilization and interpretation of UDT (not launched yet). 

g. ESP UDT PocketGuide - a quick and easy reference guide to explain the 
utilization and interpretation of urine toxicology (not launched yet). 

h. Other tools available on the website include the ESP Assessment Toof - includes 
the Faces of Pain scale, the ORT and the acute pain analgesic ladder. 

The CD-ROM based tools described above were distributed directly to health care professionals 
through the Emerging Solutions in Pain Booth Series. The remaining tools are included on the ESP 
website for health care professionals to directly access. There have been numerous requests to 
have the CD-ROMs available to more health care professionals, so MediCom is proposing to 
produce further copies of this tool for distribution via direct request through the website. We have 
included a budget for distribution costs of the CD-ROM tools. We have also included a nominal 
amount in the budget to update online content of this program to ensure continued accuracy of 
information provided. 

The ESP Tools are discussed further with detailed budgets in Section 8 (pages 75-79). 
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(6) CE Education: 

Exhibit 7.5: The ESP CE Education 

The Emerging Solutions in Pain website is an important resource for clinicians who are interested 
in accredited programs and activities supporting safe and effective prescribing of opioids while 
minimizing the risk of opioid misuse, abuse and addiction. Each accredited activity on the ESP 
website is available in multiple formats and/or viewing options, and each supports immediate 
printing of earned CE certificates. The accredited activities available at the ESP website include: 

a. P&A 101 - streaming video modules adapted from the American Academy of Pain 
Management, Nashville, 2008 full-day symposium focusing on issues at the 
interface of pain and addiction; audio-only and text formats are also available for 
this program (not launched yet) 

b. The Emerging Solutions in Pain 2009 monograph series, including all PDFs of all 
print monographs published in a selection of pain journals 

c. The Emerging Solutions in Pain 2008 monograph collection, including all PDFs of all 
print monographs previously published in the Practical Pain Management journal 

The ESP accredited Monograph Collection is discussed further with detailed budgets in 
Section 11 (pages 98-104). 

(7) Resources 

Exhibit 7.6: The ESP Resources 

~~~· .. ·· · .. ··. . ·w~froqi~ :f/,/:1·::JI:: 1JdJ, 
,, .. · • ... · ortunily for resldents;Jetlo1Ys, and registered'.; 

: ' •,}; riumes lo attend a~lng pain manag&mef!l conference!, ;; i 

.. v ~f . :,r:.,';(:;_j·::.~\.:;_.,o•: ~~-"..<;.('~~·~--?'.£t~~O.~-~ N~W\ , 

J 
Wel~ome to Em!:!rQ!fl9 Sql1,1tiq!1$ in PRil"!! 

c:J 
November 12, 2008 Page 62 

Highly Confidential TEVA_MD L_A_ 06766922 

P-29481 _ 00686



07300O.71

Program Summary: 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Section 7: The Emerging Solutions in Pain Website: Programming, 
Infrastructure and Maintenance 

a. In the News Feature - the ESP In the News series is a daily news feed of 
headlines and articles published online and in print in the field of pain 
management. The In the News feature is a real-time feed, and, as such, is 
updated throughout each 24-hour period. 
The budget for the 2009 In the News series can be found on page 72. 

b. Resources - the Resources section of the Emerging Solutions in Pain website is a 
diverse collection of PDFs, articles and live links relevant to important information 
in the field of pain management. These include: 

i. The Suggested Reading section which includes a series of PDFs for 
numerous articles supporting safe and effective prescribing of pain 
management 

ii. Links to online resources for information on government resources, 
legal resources and professional associations · 

The budget for the 2009 Resources and Links can be found on page 73. 
c. ESP Scholarship Calendar - ESP members may view a schedule of upcoming 

ESP scholarship events as well as past scholarship winners' publications from 
their attended congress. · 
The ESP Beacon Weekly Newsletter - this newsletter was previously published 
on a quarterly basis and in 2009, will provides highlights of the postings or 
program launches occurring in previous week. The archived issues will be 
contained in the resource section. 
The Beacon is discussed further with detailed budgets in Section 14. 

Communication Resources 
The challenges of treating chronic pain patients safely and effectively with opioid analgesics are 
numerous and diverse. Resolution of these challenges often requires the active management by a 
multidisciplinary team of pain specialists, nurses, pharmacists and other allied health care professionals. 
Communication, understanding and information sharing among the diverse members of the pain 
management team are thus important components of chronic pain management. In 2008, · Emerging 
Solutions in Pain developed, disseminated and implemented of a series of tools and resources that would 
support the development of enhanced interdisciplinary management of chronic pain. 

The Communication Resources currently available on the ESP website are designed to promote peer-to
peer communication, not only between registered members and the ESP faculty, but also directly 
between members of the ESP community itself. These resources have an additional goal of increasing 
the amount and diversity of information available at EmergingSolutionsinPain.com; by creating interactive 
tools that encourage member posting of information and dialog among members, the content available for 
review and dissemination on the ESP website is significantly increased. In addition, because members 
are actively involved in contributing to these tools and resources, the resulting content, once validated, is 
an accurate and immediate assessment of the ongoing needs of the target audience of health care 
professionals who provide care to patients with chronic pain. 
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These resources and tools which will be available in the ESP Communication Resources include: 

(1) The ESP Case Vignette Library- In this program, clinical experts on the ESP Faculty Advisory 
Team will author case vignettes, which will be posted bi-monthly as audio recorded files for 
podcasting and transcript format. A new case is posted every 4 months, with previous cases 
archived for review by registered members. 
The budget for the 2009 ESP Case Vignette Library can be found on page 73. 

(2) The ESP Interdisciplinary Content Integration - Selected content on ESP will be differentially 
interpreted by relevant and highly experienced clinical specialties to ensure ESP content is 
relevant to a multidisciplinary pain management team; interpretations will be posted on the 
ESP website as audio or text files; 24 interpretations will be posted in total. 
The budget for the ESP Interdisciplinary Content Integration can be found on page 74. 

Intended Audience 
The primary audience of the Emerging Solutions in Pain website includes physicians, pharmacists, 
nurses and other allied health care professionals who provide care to patients with chronic pain. 

Program Objectives 
In 2009, one goal of the Emerging Solutions in Pain website will be to continue to provide clinicians with 
tools and resources for assessing and monitoring the risk potential of their patients for opioid misuse, 
abuse and addiction. Goals of the Emerging Solutions in Pain website indude the following: 

(1) Attract new members while maintaining current members increasing subscribers to 10,000 
(2) Increase usage, as tracked by membership, user sessions and hits, by 25% in 2009, through 

continuation of current programs and initiatives that have been identified as having value by 
ESP members 

(3) Reinforce the structural integrity of the existing site to ensure uninterrupted service to 
members despite significantly increased usage 

(4) Update rotating "featured programs" section call-outs to draw member attention to each new 
program and feature of the website 

(5) Update member-only email communications concerning the newest functionality available at 
EmergingSolutionsinPain. com 

(6) Continue to expand the reach of this website and the important information it contains to the 
following groups: 

a. Non-physician members of the pain management community, eg, nurses, 
physician assistants, pharmacists 

b. Pain specialists, addictionologists and other physicians who have not yet 
registered at the website 

c. Residents and fellows who have an interest in treating pain as part of 
their studies 

(7) Further build and develop the virtual "ESP Community" of health care professionals through: 
a. Reinforcement of current communication-focused resources to existing members 
b. Development of additional forums related to existing forums and 

discussion resources 
c. Additional announcement of this resource to new/non-members 
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Format 
A multimedia website, with separate sections for accessing knowledge, tools and continual learning for 
assessing and monitoring patients whose chronic pain is being treated with opioids; for "best practice" 
information; for continuing education activities and journal articles relevant to the Emerging Solutions in 
Pain initiative; for other Emerging Solutions in Pain information and programs. 

Distribution 
The Emerging Solutions in Pain website will be available to all health care professionals via the Internet at 
www.EmergingSolutionsinPain.com. Free registration will be required to access the majority of 
information on the website, including all of the Emerging Solutions in Pain tools and journal articles 

Request for Sponsor Support 
MediCom Worldwide, Inc. will announce and promote the Emerging Solution in Pain website through 
identified sources for the Emerging Solutions in Pain initiative. 

As a supplement to these primary methods, MediCom Worldwide, Inc. may request the assistance of 
Cephalon, Inc. sales representatives in the dissemination of information regarding this program to the 
medical community. The content of such information, howev~r. is the responsibility of MediCom 
Worldwide, Inc., and any such distribution will solely be as a supplement to MediCom's primary methods 
of announcement and promotion. 

Total Budget 
The total budget to fund the activities outlined above is $446,981. 
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Cost Sunimarv . 

Aooroximate Total, Direct Expenses $144,710.00 

Total, Indirect Exoenses $52,144.20 

·i:rnerging Solutions in Pain: 2009 Website Infrastructure Development and $196,854.20 
· Site Programming 

Direct Expense/;;, Aoaroximate: ESP Website Uaarade 

Total 

IT/ programming services 

Storyboard development for website, including identification and development of navigation, sitemap 
and internal linkages $750.00 

Proorammtng of site Infrastructure, Including integration of identified Leamino Manaoement System $11,600.00 

Proorammino of PHP database for collection, management of utilization information $4,640.00 

Proorammina of user interface and suooort oages $2,250.00 

· Programming of administrative interface, data manaoement interfaces and reoort oeneration systems $4,640.00 

Proorammina of security orotocols and redundant back-up systems $8,410.00 

Proarammina of oarticipant CE trackina svstem $5,075.00 

Miaration of content from old ESP site to new site $23,200.00 

Graphic design/ production services 

Adaptation of old ESP site look/feel for new site $4,000.00 

Desian and oroarammina of Flash animations for banners, call-outs teasers $5,220.00 

Monthly adaptation of banners, call-outs, teasers $10,000.00 

Website maintenance 12 months 

Streamina server license and fees $3,500.00 

Dedicated server space $3,000.00 

Hostina and co-location fees $18,000.00 

Routine website maintenance $6,500.00 

Technical SUDPOrt $11,700.00 

Data management 

Data retrieval $4,875.00 

Data analysis · $15,600.00 

Stock photography f illustrations $1,000.00 

Miscellaneous (non-fulfillment shipping, faxes etc.) $750.00 
•,· 

Annroximate Total, Direct Exoenses $144,710.00 
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07300O.75

Program Summary: 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Section 7: The Emerging Solutions in Pain Website: Programming, 
Infrastructure and Maintenance Budget 

. indirect Expenses: ESP Website Uoarade 

Total 

Proiect manaqement 

Coordination with internal oroorammino team $6,000.00 

Coordination of internal teams $16,800.00 

Preparation and coordination of status meetinas/updates $3,750.00 

Onooino review and beta teslina of site, site comoonents $6,000.00 

Medical direction/account supervision $5,600.00 

Copy writing /editing 

Content development for static web pages $3,600.00 

Proofreadino $7,500.00 

Administrative and accountina fees $2,894.20 

• .. ·.· .• . . Total, Indirect Expenses $52,144.20 
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07300O.76

Program Summary: 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Section 7: The Emerging Solutions in Pain Website: Programming, 
Infrastructure and Maintenance Budget 

Cost Summary 
Clinical Exoerl Commentaries (6 of 12 total) 

Aooroximate Total, Direct Excenses $42,365.00 

Total, Indirect Excenses $11,708.45 

Subtotal, Clinical Exoert Commentaries (6 of 12 total) $54,073.45 

In the Know Summaries (12 of 24 total) 

Accroximate Total, Direct Excenses $3,800.00 

Total, Indirect Excenses $17,264.00 

Subtotal, In the Know Summaries (12 of 24 total) $21,064.00 

Knowledae Librarv (12 of 24 total) 

Aonroximate Total, Direct Excenses $19,150.00 

Total, Indirect Excenses $7,187.00 

Subtotal, Knowledae Librarv (12 of 24 total) $26,337.00 

Ask the Expert Column (6 of 12 total) 

Aooroximate Total, Direct Excenses $9,175.00 

Total, Indirect Excenses $7,440.00 

Subtotal, Ask the Expert Column (6 of 12 total) $16,615.00 

In the News Feature 

Aooroximate Total, Direct Expenses $4,820.00 

Total, Indirect Excenses $1,044.60 

Subtotal, In the News Feature $5,864.60 

Web Resources and Links 

Aooroximate Total, Direct Exoenses $1,250.00 

Total, Indirect Excenses $9,537.50 

Subtotal, Web Resources and Links $10,787.50 

The ESP Case Librarv 

Aooroximate Total, Direct Expenses $28,500.00 

Total, Indirect Excenses $36,705.00 

Subtotal, The ESP Case Librarv $65,205.00 

ESP lnlerdisciDlinarv Content lntearation 

Acoroximate Total, Direct Expenses $27,450.00 

Total, Indirect Expenses $22,730.00 

Subtotal, ESP lnterdisciolinarv Content lntearation $50,180.00 
. . "' ·. 

Emerging Solutions in Pain: 2009 Website Content $250,126.55 
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07300O.77

' 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: 
Section 7: The Emerging Solutions in Pain Website: Programming, 

Infrastructure and Maintenance Budget 

Detailed Budget Itemization: Clinical Expert Commentaries (6 of 12 2009 Video Commentaries) 
Direct Expenses, Aooroxlmate Total 

Clinical exoert honoraria $4,500.00 

Honoraria for 6 dinical experts to produce 6 video clinical commentaries 

Studio rental crew fees olus associated costs $18,525.00 

Transcription $440.00 

Digital media production 

Pre-filmino coordination $1,125.00 

Filmino $2,250.00 

Editino of video footaQe and oraphic animations $8,700.00 

Production of streamimi file $750.00 

Posting of content $750.00 

Travel, film crew $4,275.00 

Miscellaneous (phone, fax, non-fulfillment Fed Ex) $1,050.00 

Approximate Total, Direct Expenses $42,365.00 

Indirect Exoenses Total 

Proiect management 

Coordination with speakers for content deliverv, audio or video recordinQ $1,350.00 

Coordination with internal teams $2,800.00 

Preparation and coordination of status meelinas/uodales $450.00 

Content develooment: video-based commentaries 

Medical direction/account manaaement $1,225.00 

Identification of content/topic/speaker $1,200.00 

Editina direction for video footage $1,350.00 

Creation of content templates $375.00 

Proof-readina $1,500.00 

Fact-checking $187.50 

Administrative and accountina fees $1,270.95 

·• Total, Indirect Expenses $11,708.45 
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07300O.78

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: 
Section 7: The Emerging Solutions in Pain Website: Programming, 

Infrastructure and Maintenance Budget 

Detailed Budget Itemization: In the Know Summaries (12 of24 20()9 SummariesJ 

Direct Expenses, Aooroximate Total 

Diaital Media, 

HTML production $2,250.00 

Posting of HTML summaries $750.00 

Reference purchase $450.00 

Miscellaneous (phone, fax, non-fulfillment Fed Ex) $350.00 

Anoroxlrr,ate Total, Direct Expenses $3'8bO:OO 

Indirect Expenses Total 

Proiect manaaement 

Coordination with internal teams $1,200.00 

Preparation and coordination of status meetinas/uPdates $900.00 

Content development 

Medical direction/account supervision $1,925.00 

Research and identification of appropriate journal articles for summary $4,500.00 

Writino of article summaries $6,000.00 

Identification of supportina references and material aatherina $375.00 

Proof-reading $1,500.00 

F act-checkina $750.00 

Administrative and accountina fees $114.00 

Total, Indirect Exoenses $17,264.00 
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07300O.79
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: 
Section 7: The Emerging Solutions in Pain Website: Programming, 

Infrastructure and Maintenance Budget 

. . (, : ·Detailed Budget Itemization: knowledge Librarv (12 of24-1®9 Video Clips) 
Direct Expenses, Aooroximate Total 

Speaker honoraria: video filminQ $1,200.00 

Studio rental, crew fees plus associated costs $10,120.00 

Transcription $220.00 

Graphic production 

Development of title graphics. transitions as needed $725.00 

Background develooment $290.00 

FAQ Librarv video Production 

Pre-filmina coordination $750.00 

Filmina $870.00 

Editina of video footaae and araohic animations $3,480.00 

Production of streamina file $375.00 

Miscellaneous lohone, fax, non-fulfillment Fed Ex) $500.00 

Travel $620.00 

Annroximate Total Direct Exoenses $19,150.00 

Indirect Exoenses Total 

Project management 

Coordination with speakers for content deliverv, video recordina $750.00 

Coordination with internal teams $1,300.00 

Preoaration and coordination of status meetinos/uodates $225.00 

Content develooment 

Medical direction/account suoervision $525.00 

Identification of contenVtooic/soeaker $600.00 

Editina direction of video footaae $900.00 

Coordination of content with internal teams $750.00 

Creation of content temolates $625.00 

Proof-readina $937.50 

Administrative and accounting fees $574.50 

'. Total, Indirect Exoenses' $7,187.00 
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07300O.80

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: 
Section 7: The Emerging Solutions in Pain Website: Programming, 

Infrastructure and Maintenance Budget 

Detailed Budget ltemlz,1tion: Asktne· Exper:ts Column (6 of 12 2009 :columns) 

Direct Expenses, Aooroximate Total 

Honoraria $5,000.00 

All fact1lty honoraria for 6 months of Ask the Experts columns; faculty will create audio recording in 
answer to auestions from ESP members and/or ESP live events; final audio answers posted as MP3 files 

Digital media production 

Diaital audio recordina session, includina 800 number for recordina $1,500.00 

Editina of audio files $1,740.00 

Production of streamina file $435.00 

Miscellaneous (ohone fax, non-fulfillment Fed Ex) $500,00 .. .. 
Aooroximate Total Direct Exoenses $9,175.00 

Indirect Expenses Total 

Proiect manaqement 

Question source verification $750.00 

Monthly submission of selected auestion(s) to faculty $450.00 

Coordination for audio recording of answer(s) from faculty $600.00 

Coordination with internal teams $960.00 

Content development 

Medical direction/account supervision $1,050.00 

Selection of aoorooriate auestionlsl and answerina facultv $1,200.00 

Review/approval of facultv answer $900.00 

Proof-reading $750.00 

Administrative and accounting fees $780.00 

Total, Indirect Exoenses $7,440.00 

Detailed Budaet Itemization: In the News Feature 
Direct Exoenses Annroximate Total 

12 month real-time news feed from Tooix.net $3,600.00 

Feed-specific proarammina $870.00 

Miscellaneous lohone fax, non-fulfillment Fed Ex) $350.00 
. ' .. '• · Annroximate Total Direct Expenses . .· c'' $4,820.00 

Indirect Exoenses Total 

Project management 

Coordination and troubleshootim1 with third partv vendor, Topix.net $450.00 

Coordination with internal teams $450.00 

Administrative and accounting fees $144.60 

Total, Indirect Expenses $1,044.60 
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07300O.81

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: 
Section 7: The Emerging Solutions in Pain Website: Programming, 

Infrastructure and Maintenance Budget 

'• IJetailed Budget Itemization: Web Links and Resources· . 
Direct Expenses, Aooroximate Total 

Ucensina fees for PDFs $500.00 

Posting of content $750.00 
' - . -. ·." · . l._. 

·:-_.Cc' .: '·,, ' ·•: .. ,.;, Approximate Total, Direct Expenses, $1;250.00 

Indirect Expenses Total 

Proiect manaaement 

Research and identification of appropriate new resources for oostina on ESP site $3,600.00 

Maintenance of current links $1,800.00 

Recruitment of new links $2,700.00 

Medical direction/account supervision $1,400.00 

Administrative and accounting fees $37.50 

Total, Indirect Expenses $9,537.50 

Detailed Budaet Itemization: The ESP Case Librarv (12 Case Vianettes Total) 
Direct Expenses Annroximate Total 

Honoraria 12 total $12,000.00 

Audio recordina & transcriotion $1,320.00 

Digital media production 

Pre-recordina coordination $2,250.00 

Recordina ohone line $3,600.00 

Audio recordina $750.00 

Editing of audio files $6,960.00 

Production of streaming file $870.00 

Miscellaneous I non-fulfillment shiooing, faxes, etc.) $750.00 
,. 

Annroximate Total, Direct Exoenses · $28,500.00 

Indirect Exoenses Total 

Proiect manaaement 

Coordination with faculty $5,400.00 

Coordination of internal teams $3,600.00 

Preoaration and coordination of status meetinas/uodates $1,800.00 

Content development 

Medical direction/account supervision $5,250.00 

Identification, recruitment or facultv for case vianette development $2,700.00 

Review of case vianeltes and suaaestions for facultv ore-recordina $9,000.00 

Editina direction for case vianettes $3,600.00 

ProofreadinQ $4,500.00 

Administrative and accountina fees $855.00 

Total, Indirect Expenses $36,705,00 
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07300O.82

Program Summary: 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Section 7: The Emerging Solutions in Pain Website: Programming, 
Infrastructure and Maintenance Budget 

Detailed E3udget Itemization: ESPinterdisciplinary Content Integration (24 lnte~ rations Total) 

Direct Expenses, Aooroximate Total 

Honoraria $12,000.00 

All faculty honoraria for 24 "interpretations• of ESP content for other specialties, i.e., nurse commentary 
on the application for nurses of physician-authored column or physician commentary on the application 
for physicians of pharmacist-authored column; faculty will create audio recording on specialty 
commentaries and final audio posted as MP3 files 

Diaital media oroduction 

DiQital audio recordinQ session, includinQ 800 number for recordinQ $6,000.00 

EditinQ of audio files $6,960.00 

Production of streaming file $1,740.00 

Miscellaneous (ohone, fax, non-fulfillment Fed Exl $750.00 
·'·.-:· ;-.: .; Annroximate Total, Direct Exoeilses $27;450.00 

Indirect Exoenses Total 

Project management 

Submission of selected commentaries/activities to commentinQ faculty $1,800.00 

Coordination for audio recordinQ of answer(s) from faculty $1,800.00 

Coordination with internal teams $3,600.00 

Content develooment 

Medical direction/account supervision $4,550.00 

Identification of commentaries/activities for specialty comments and commentinQ faculty $2,400.00 

Review/aooroval of faculty answer $4,800.00 

Proof-reading $3,000.00 

Administrative and accounting fees $780.00 

Total, Indirect Exoenses $22,730.00 
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07300O.83

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 8: Tools Content Updating and Wider Distribution 

Program Title 
The Emerging Solutions in Pain increased distribution and updating of currently available tools including: 

• Tool Kit Volume II 
• Patient Tool Kit and Educational Fact Sheets 
• 9 Instruments of Assessment 
• Practitioners Guide to Patient Visits: Tools and Techniques 
• Assessment Tools 
• UDT Interpretation Chart 
• UDT Pocket Guide 

Background 
The Emerging Solutions in Pain (ESP) Tools contains a multimedia collection of educational resources 
focusing on patient assessment for the risk of misuse, abuse and addiction with pain, patient monitoring 
throughout the treatment plan, and best practices for clinicians to optimize pain patient care. These tools 
remain one of the most popular requested pages on the ESP website but also via the ESP Booth program 
and via direct contact. 

Exhibit 8.1: Review of Cu"ent ESP Content Metrics 

Proposed Program/Educational Solution 
The ESP Tools are both valued and well-utilized resources; it is imperative to ensure that the content 
remains both accurate and relevant, as well as ensuring that pain management clinicians have access to 
these clinical tools. MediCom is proposing in 2009 to update the content of these tools as required and 
also make the CD-ROM tools available for wider distribution to ESP members. 

Program Overview 
MediCom Worldwide, Inc. is proposing to continually identify and develop currently available tools within 
the ESP initiatives, and to ensure accuracy of information to reflect the current state of pain management 
and addiction medicine. These tools have been identified as a valued resource by ESP members and the 
larger pain community (as evidence by request for copies). Updating of content for these tools will be 
developed in conjunction with Peer Review Panels as described in Section 6. While the final number and 
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07300O.84

101 Washington Street 
Morrisville. Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 8: Tools Content Updating and Wider Distribution 

scope of the new updates will be determined based solely on the guidance provided by the peer review 
panel throughout the year, but will not be limited to, revision of the tools summarizing the new guidelines 
for low back pain, federal regulations pertaining to controlled substances, as well as inclusion of new tools 
in risk assessment. There is a critical need to make available both the Tool Kit II and the Patient Tool Kit 
for wider distribution as evidenced by the number of request obtained via the website. 

Program Objectives 
The objectives of the Emerging Solutions in Pain Tools are to provide updated tools, resources and 
information to a wider selection of clinicians who care for patients with chronic pain. Distribution will be 
set-up via a Google checkout to those who manage the supply chain of requests. 

Intended Audience 
The primary audience of the ESP Tools will be physicians, pharmacists, nurses and other allied health 
care professionals who provide care to patients with chronic pain and also those who educate on best 
practices of chronic patient care. 

Format 
Multimedia CD-ROMs and online at www.EmergingSolutionsinPain.com 

Distribution 
The Emerging Solutions in Pain Tools will be available as appropriate through the following avenues: 

(1) Through electronic download at www.EmergingSolutionsinPain.com 
(2) Through distribution at the Emerging Solutions in Pain Meet the Expert Booth 
(3) Through ordering of the CD-ROM online at www.EmergingSolutionsinPain.com 
(4) At live programs and activities developed by Emerging Solutions in Pain 

Request for Sponsor Support 
MediCom Worldwide, Inc. will coordinate updating content, further development and wider distribution of 
the Emerging Solution in Pain Tools through the tactics outlined above. 

As a supplement to these primary methods, MediCom Worldwide, Inc. may request the assistance of 
Cephalon, Inc. sales force in the dissemination of information regarding this program to the medical 
community. The content of such information, however, is the responsibility of MediCom Worldwide, Inc., 
and any such distribution will solely be as a supplement to MediCom's primary methods of announcement 
and promotion. 

Total Budget 
The total budget to fund this activity is $70,780. 
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07300O.85

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 8: Tools Content Updating and Wider Distribution Budget 

,• 

Cost. Sum:,nary ' 

Update of 2008 ESP Content/Tools 

Aooroximate Total, Direct Expenses $22,710.00 

Total, Indirect Exoenses $29,601.30 

Subtotal, Uodate of 2008 ESP Content/Tools $52,311.30 

Online Distribution of the ESP Patient Tool Kit CD 

Aooroximate Total Direct Expenses $11,110.00 

Total, Indirect Expenses $7,358.30 

Subtotal Online Distribution of the ESP Patient Tool Kit CD $18,468.30 
· .. · ... 

• a· 
•. 

The.Emerging So/uti~ll~ In P~inToOls: Updates ang'Dlstrlb~tioh ·· $'7:0;719J;o 
' ':·' , .. ' 
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07300O.86

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 8: Tools Content Updating and Wider Distribution Budget 

Detailed Budr,et ltem;zaticm: Update of 2008 E:SP Content/Tools (4 Updates Total) 

Direct ExDenses, Annroximate Total 

Audio track recordina $1,800.00 

Professional voice talent narration of updated slide/audio modules 

Clinical expert honoraria (2) 

Review of MediCom-authored uodates /2) $1,000.00 

Creation of updates (2) $3,000.00 

Transcription $440.00 

Graphic design 

Update of graphic user interface (3) $2,610.00 

Creation of update slides for slide/audio format (10 slides per uodate) $2,320.00 

Typesetting, layout of PDFs (4) $1,500.00 

IT oroarammina services 

Audio recording $2,400.00 

Editina of audio track $2,250.00 

Proqramming $4,800.00 

Reference purchase $240.00 

Miscellaneous /non-fulfillment shinnina, faxes, etc.I $350.00 
. ·., \ / -~, •• '' ·:.'J, 

'Anaroxi'roate· Total, Direct Exi>enses ' ' $22,710.00 

Indirect Exaenses Total 

Project manai:iement 

Review of audio files for editing direction $1,200.00 

Coordination of internal teams $4,320.00 

Coordination with faculty for authoring or review, approval $2,100.00 

Preparation and coordination of status meetinas/updates $1,200.00 

Medical/scientific services 

Medical direction/account suPervision $3,850.00 

Creation of uodated content /4) $6,000.00 

Creation of slides for slide/audio uodates (40 slides total) $3,500.00 

Review and incorooration of clinical exoert comments $3,000.00 

Identification of suooortina references, materials $500.00 

Proofreadina $2,250.00 

F act-checkina $1,000.00 

Administrative and accountinQ fees $681.30 

·. Total, Indirect Exoenses $29,601.30 
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07300O.87

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 8: Tools Content Updating and Wider Distribution Budget 

Detailed Budget Itemization: Online Distribution of ESP Patient Tool Kit . 
Direct ExDenses, Annroximate Total 

Digital media: programming of online reauest fonn $1,160.00 

Data management 

Database development $435.00 

Data collection and review $1,740.00 

Shinning and fulfillment: 1,500 Tool Kits 

Packaaina and mail services $525.00 

Shipping (USPS) $1,500.00 

Fulfillment $5,250.00 

Miscellaneous (phone, fax, non-fulfillment Fed Ex) $500.00 
. \'.:,:. ·• . . Aooroximate Total, Direct Exoenses $11,110.00 

Indirect Exoenses .Total 

Project management 

Re-confirmation of clinician status for all requesting individuals $3,200.00 

Communication with reauestina clinicians $500.00 

Coordination with internal teams $1,200.00 

Preparation and coordination of status meetinas/uodates $300.00 

Content development 

Medical direction/account supervision $1,050.00 

Copy editing of request paae $400.00 

Proof-readina $375.00 

Administrative and accountina fees $333.30 

Total, Indirect Exoenses $7,358.30 
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07300O.88

101 Washington Street 
Morrisville. Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 9: New Content, Tools and Resources 

Program Title 
The Emerging Solutions in Pain New Content, Tools and Resources. 

Background 
Emerging Solutions in Pain is an ongoing educational initiative developed to address some of today's 
most critical issues in pain management. The dynamic nature of the website mandates that content is 
regularly updated and new content, tools and resources are developed according to the changing needs 
of clinical pain management and addiction medicine health care professionals. 

Proposed Program/Educational Solution 
In 2009, the Emerging Solutions in Pain Initiative will take the appropriate next steps to progressively 
change the educational programs, building on the past learning, the current environmental changes and 
future educational needs toward greater improvement in pain patient care outcomes. 

We will continue to pioneer the creation and dissemination of educational tools, resources and activities 
that support the goals and objectives outlined within this overview to ultimately become the "GO TO" 
resource for the best current evidence and practical tools for achieving optimal outcomes in the 
management of chronic pain while minimizing the risk of abuse, misuse, and diversion. 

MediCom is proposing the following new tactics: 
1. ESP Patient Interview and Decision Tree Algorithm - a case-based series of patient vignettes 

that enables the user to work through a series of interview/assessment techniques with 
associated assessment outcomes 

2. ESP Referral Tool - a tool to allow PCPs to efficiently and effectively categorize potential pain 
patients into one of three groups for referral strategies; (1) tool to include a checklist of 
questions/behavior types utilized early in the physician-patient relationship; (2) consultation 
request form/tool for use by the PCP in requesting a consult; and (3) consultation reply form/tool 
for use by the pain specialisVaddiction medicine specialist to provide information back to the 
referring PCP 

3. ESP Learning Resource Center - a subscription-based print initiative for pain specialists and 
clinics. Subscribing members of ESP receive a poster with a yearly planner, important clinician
focused facts and information supporting safe and effective prescribing of opioids, an adhesive 
poster pocket for distribution of quarterly information resources and first quarter's information 
resource. Four new information resources will be produced in 2009 and may include 
assessment, monitoring or documentation tools, monographs or monograph collections, patient 
education fact sheets, and/or journal article summaries to be utilized individually or as a practice 
group learning session 

Program Objectives 
The purpose of the Emerging Solutions in Pain new programs is to address identified gaps in the 
educational content of pain management and addiction medicine physicians. The key objectives of the 
new programs are to: 

1. Grow the membership to 10,000 
2. Provide information resources which are valued by the diverse members (as evidence by the 

usefulness and quality metrics to be posted on every content page) 
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07300O.89

1 o 1 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 9: New Content, Tools and Resources 

3. Provide communication resources to share best practices to clinicians (as evidence by the 
membership feedback and case vignette sessions) 

Program Overview 

The ESP Resource Learning Center 
Objectives: 
The ESP Resource Learning Center will establish an information and resource repository in pain clinics 
and centers for the distribution of ESP-branded educational content. The content within this resource can 
form the basis of regular staff education sessions to improve the pain practice. 

Format: The ESP Resource Leaming Center will be a durable poster which can be placed on a pain 
practice central office wall which is not within the patient waiting area (areas can be the staff room or 
practice manager's office). It will contain the ESP branding, look & feel and will have a plastic literature 
holder. The poster may even be a useful tool like a 2009 yearly planner to track staff rosters and training 
sessions. The plan for this program is as follows: 

1. Centers will subscribe to the ESP Resource Center via the ESP website or booth initiatives 
2. New subscribers will receive a poster including the first quarter's information resource 
3. The content of each plastic holder may form the basis of a group education session, ie, the group 

may read a monograph individually and discuss the learning points as a group 
4. The quarterly information resources will include (but will not be limited to) the following: 

a. Assessment, monitoring or documentation tools 
b. Monographs or monograph collections 
c. Patient education fact sheets 
d. Journal article summary collections 

5. Each quarter, subscribers will receive a new resource for placement in the poster's remaining 
pockets and distribution to other HCPs within the pain management clinic/center for "group" 
learning sessions 

6. Subscribers would be able to submit future topics/content to provide a continual resource 

Cost: $162,778 (The detailed budget for the ESP Resource Learning Center can be found on page 87) 

The ESP Patient Interview Decision Tree Algorithm: How to Talk to Real Patients about 
Real Problems 
Objectives: 
The ESP Patient Interview Decision Tree Algorithm will enable the individual user to work through a 
series of case-based patient vignettes to simulate clinical learning about interview/assessment 
techniques. Each assessment outcome is determined by the choices made by the user, with multiple 
possible outcomes to each assessment interview. 

Format: 
• This tool will be a case-based ser.ies of patient vignettes that engages the user by allowing the 

individual user to work through a series of interview/assessment techniques 
• The user will select from a series of patient presentations 
• Each patient case study will be presented in video format 

November 12, 2008 Page 81 

Highly Confidential TEVA_MD L_A_ 06766941 

P-29481 _ 00705



07300O.90

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 9: New Content, Tools and Resources 

■ The user will be required to determine the type and style of questions asked to acquire 
the patient history 

■ The assessment outcome will be determined by choices made by the individual i.iser, with 
multiple possible outcomes to the assessment interview 

■ The user may repeat each case indefinitely, selecting alternative interview techniques to 
identify how each alternative impacts collection of information 

• By allowing the user to determine the case outcome, the learner will be: 
■ More likely to participate because they will be selecting patients/cases that are of interest 

to them 
■ More engaged 
• Better able to apply learning in "real-life" 

• Case-based teaching is model familiar to many clinicians 
■ It has been used as training in medical school for 45+ years 

• Programs will be of interest to all levels of users, from novice to experienced, as each user will 
select the options they are most familiar with 

■ Three case will presented throughout the year 

Cost: $88,284 (The detailed budget for the ESP Patient Interview Decision Tree can be found on page 85) 

The ESP Referral Tool 
Objectives: 
The ESP Referral Tool is aimed to allow primary care physicians to efficiently and effectively categorize 
potential pain patients into one of three groups for referral strategies. This will enable early referral to a 
specialist to ensure pain patients receive optimal care for their chronic pain. It will also assist the 
specialist to convey patient information back to the referring PCP. The tool is aimed to streamline the 
communication process and responsibilities between the interdisciplinary team. 

Format: 
• The ESP patient referral tool will allow PCPs to efficiently and effectively categorize potential pain 

patients into one of three groups 
■ Patients I - manage alone 
• Patients II - manage in consultation with a specialist 
■ Patients Ill - should not manage 

■ The tool will outline guidelines on patient types with differing needs for referral 
■ The tool may include but is not limited to: 

■ A checklist of questions/behavior types utilized early in the physician-patient relationship 
■ Consultation request form/tool for use by the PCP in requesting a consult 
■ Consultation reply form/tool for use by the pain specialist/addiction medicine specialist to 

provide information back to the referring PCP 
■ Case studies 

Cost: $69,025 (The detailed budget for the ESP Referral Tool can be found on Page 86) 
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Section 9: New Content, Tools and Resources 

Intended Audience 
The primary audience of the Emerging Solutions in Pain new tools will be physicians, pharmacists, nurses 
and other allied health care professionals who provide care to patients with chronic pain. 

Format 
Refer to the format under each individual new tool. 

Distribution 
The Emerging Solutions in Pain new tools will be via the ESP website. 

Request for Sponsor Support 
MediCom Worldwide, Inc. is promoting the Emerging Solutions in Pain New Tools through a variety of 
methods, including direct mail, and banner advertisements. 

Total Budget 
The total budget to fund these activities is $320,087. 
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Program Summary: Emerging Solutions in Pain 
Section 9: New Content. Tools and Resources Budget 

Cost S-ummarv ' .. 

ESP lnteNiew Decision Tree Alaorithm 

Anoroximate Total, Direct Expenses $49,140.00 

Total, Indirect Expenses $39,144.20 

Subtotal;ESP Interview Decision Tree Alaorithm $88,284.20 

ESP Referral Tool 

Annroximate Total, Direct Expenses $30,985.00 

Total, Indirect Expenses $38,039.55 

Subtotal, ESP-Referral Tool $69,024.55 

The ESP Quarterlv Resource Center Subscriotion 

APProximate Total, Direct Expenses $129,445.00 

Total Indirect Expenses $33,333.35 

Subtotal, The ESP Quartertv Resource Center Newsletter $162,778.35 

The Emerging Solutions in Pain Website: New Activities and Resources $320,087.10 
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Detailed Budaet Itemization: ESP Interview Decision Tfee Algorithm (3 Cases iotalJ 
Direct Exoenses, Annroximate Total 

Video Case Development (3 cases, approximately 15 mins per easel 

Cllnlclan honorarla for consultation, review $3,500.00 

Professional video talent (3 patient actorsl $2,250.00 

Facultv travel to film cases at MediCom location 

Air $550.00 

Hotel $250.00 

Ground transoortation $200.00 

OOP $200.00 

Digital Media: video cases 

Filmina of three case studies $9,000.00 

Creation of animations. highliahts, additional araphics $4,640.00 

Editing $13,050.00 

Diaital Media: Droarammina 

Proarammina of 3 3-tier decision trees $8,700.00 

Incorporation of proarammed trees into ESP infrastructure $5,800.00 

Miscellaneous (phone, fax, non-fulfillment Fed Exl $1,000.00 

' 
·.• ... 

·. An'nroicimate Toial;DirectExnenses $49,140.00 .· 

Indirect Exnenses Total 

Project management 

Coordination with faculty $2,400.00 

Coordination of internal teams $7,920.00 

Preparation and coordination of status meetinQs/updates $1,200.00 

Content development 

Medical direction/account supervision $6,650.00 

Identification, recruitment of faculty for case development $900.00 

Creation of cases based on faculty consultation $7,000.00 

Review of facultv comments and incorporation of chances $2,000.00 

Storvboard development $2,700.00 

Serio! oreoaration $2,400.00 

Editina review oost-filmina $1,500.00 

Proofreadina $3,000.00 

Administrative and accounting fees $1,474.20 

Total, Indirect Exnenses $39,144.20 
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.. . ~· 

· .. . •, Detailed BtipgetltemizatiQiii ESRReferralTool ·. 
Direct Expenses, Aaoroximate Total 

Clinical expert honoraria, 6 faculty $12,000.00 

Two pain specialists, two addictionolooists, 2 PCPs 

Conference calls 131 $600.00 

Transcription $660.00 

Graohic desian 

Creation of araPhlc user interface $1,740.00 

Slide design, creation for slide/audio portion of tool $1,450.00 

TypesettinQ, layout of tool (3 PDFs total) $2,250.00 

Digital media 

Professional voice talent narration of slide/audio module $600.00 

Pre-recordina coordination $900.00 

Audio recording $900.00 

Editina of audio track $725.00 

Programmina $5,800.00 

lncorooration of oroarammed tool into ESP infrastructure $2,610.00 

Miscellaneous (non-fulfillment shipping, faxes, etc,) $750.00 
., 

. ' .· 

.· .... ., Arinroximate Total, Direct Expenses $30,985,00 

Indirect Expenses Total 

Project management 

Coordination with faculty $3,600.00 

Coordination with internal teams $4,560.00 

Preparation and coordination of status meetinos/uodates $900.00 

Medical/scientific services 

Medical direction/account supervision $5,950.00 

Research/preparation $2,000.00 

Preparation of briefina document for faculty discussion durina first conference call $1,750.00 

Particioation in facultv conference calls 13 \ $2,250.00 

Outline creation $1,500.00 

Script development $4,000.00 

Tool develooment (3\ $4,500.00 

lncorooration of revisions $1,600.00 

Proofreadina $3,600.00 

Fact-checkino $900.00 

Administrative and accounting fees $929.55 

Total, Indirect Exaenses $38,039.55 
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S f 9 N C t t Ti / dR B d t ec,on . ew on en .. oos an esources u rae . 

•. 

Detaiied Budaei Itemization: ESP Resource Center \ .. 
Direct Exoenses, Anoroximate Total 

Clinical expert honoraria, 5 faculty $7,500.00 

Five facultv to Provide consultation and review for the ooster and four resources 

Print production 

Poster; auantitv, 500 

Poster oroduction: four-color, aloss finish, gator-board poster, 36"x48"x3/16" with plastic oocket $47,000.00 

Graphic desiQn of poster $2,320.00 

TypesettinQ, layout of poster $1,000.00 

Subscription resource #1: Patient Fact Sheet #1; auantitv, 10,000120/poster) 

Printing, 10,000 pieces, 6 pages each (1 backgrounder cover sheet+ 5 pages of Patient Fact 
Sheet #1 ), four-color, stapled $7,500.00 

Adaotation of Fact Sheet #1 for printing (typesettinQ, layout) $870.00 

TypesettinQ, lavout of backarounder cover sheet $435.00 

Subscription resource #2: UDT Pocket Guide; quantity, 10,000 (20/ooster} 

Printing, 10,000 pieces, 3 pages each (1 backgrounder cover sheet+ 2 pages of UDT Pocket 
Guide), two-color, stapled $4,000.00 

Adaptation of UDT Pocket Guide for orintirn:1 (tvpesettino, layout) $580.00 

Typesettinci, lavout of backoroundercover sheet $435.00 

Subscription resource #3: ORT; auantity, 10,000 (20/poster) 

Printing, 10,000 pieces, 4 pages each (2 backgrounder cover sheets+ 1 page ORT/Clinician 
Interview Form + 1 paae ORT/Patient Self-report Form), two-color, stapled $5,000.00 

Adaptation of ORT forms for orintinci (typesettina, layout) $580.00 

TypesettinQ, lavout of backorounder sheet $435.00 

Subscription resource #4: lnterdisciplinarv Forms Collection; quantitv, 10,000 120/oosterl 
Printing, 10,000 pieces, 7 pages each (2 backgrounder cover sheets + 3 forms from Referral Tool+ 2 forms from 

$8,000.00 Phvsician/Pharmacist Communication Toon two-color, staoled 

Adaotation of lnterdisciolinarv Forms for orintina (tvoesettina, layout\ $1,160.00 

Typesetting, layout of backgrounder sheets $580.00 

Shinoina and Fulfillment 

Poster; auantity, 500 

Packa!lina and mail services $4,125.00 

Shiooina (Fed Ex Ground) $3,750.00 

Fulfillment $5,000.00 

Subscription resource #1: Patient Fact Sheet #1; auantity, 10,000 (20/poster) 

Packaaina and mail services $1,500.00 

ShippinQ (Fed Ex Ground) $3,000.00 

Fulfillment $1,750.00 

Subscription resource #2: UDT Pocket Guide· auantity, 10,000 (20/poster) 

Packaaino and mail services $1,500.00 

Shiooina $2,500.00 

Fulfillment $1,750.00 
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Section 9: New Content, Tools and Resources Budget 

'' ,, "'·Detailed Budaetltemiiation; ESP:ResoarceCehterlcontinuedJ · ,, 

Direct Exoenses, Anoroximate Total 

Subscription resource #3: ORT; quantitv, 10,000 I20/oosterl 

PackaQinQ and mail services $1,500.00 

Shiooino /Fed Ex Ground) $3,000.00 

Fulfillment $1,750.00 

Subscription resource #4: Interdisciplinary Forms Collection; quantity, 10,000 (20/poster) 

PackaQinQ and mail services $1,500.00 

Shiooina (Fed Ex Ground) $3,000.00 

Fulfillment $1,750.00 

HTML posting of subscription availability on ESP website $1,000.00 

Subscriotion database manaoement $2,175.00 

Miscellaneous (non-fulfillment shipping, faxes, etc.) $1,500.00 

Aaoroximate Total, Direct Exoenses $129,445.00 

Indirect Exaenses Total 

Proiect management 

Coordination with faculty $1,500.00 

Coordination with internal teams $4,800.00 

Preoaration and coordination of status meetinas/uodates $1,800.00 

Medical/scientific services 

Medical direction/account suoervision $3,850.00 

Content development, poster $4,000.00 

Content develooment, backarounders for each issue, 4 issues total $6,000.00 

lncorooration of revisions $3,000.00 

Proofreadina $3,600.00 

Fact-checkina $900.00 

Administrative and accounting fees $3,883.35 
.. ,, 

Total lndlrectExoenses· $33:333,35 
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Program Title 
The Emerging Solutions in Pain Accredited ESP Symposia 

Background 
Chronic pain presents a complex challenge for the patient, family, friends, and caregivers, as well as for 
the clinicians involved in managing the patient's care. 

The main challenge to the treatment of chronic pain is the alarming risk of addiction, misuse, and 
diversion. These associated risks affect the clinical decision making, and often leads to "opiophobia", 
thereby, impeding treatment. 

The ESP Needs Assessment (please refer to Pages 6 to 21) dearly highlights the need for additional 
education to help provide information on managing chronic pain with the associated risk issues. The goal 
of such programs must be to support clinicians with practical day-to-day information to improve pain 
patient care while reducing the potential for abuse, addiction, diversion, as well as the medical 
regulatory/malpractice liability issues. 

The evaluation forms from the 2008 AAPM symposium identified (refer to Exhibits 10.1 to 10.5) that: 
• 100% thought the symposium was satisfactory or above with a majority 

(70%) considering it to be outstanding 
• 74% felt that the content presented provided new information to improve their 

clinical practice 
• 85% felt motivated to change their clinical practice after hearing the 

presentations with 99% being committed to that change 
• 100% felt that activities such as this symposium were necessary and 

important to their education 
• 43% of the delegates preferred live meeting for their continuing education. 

Exhibits 10.1: Demographics of the AAPM Symposium Delegates 
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Exhibits 10.2: Achievement of the AAPM Symposium Objectives 

Exhibits 10.3: Did the AAPM Symposium Cause you to Change Clinical Practice 
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Section 10: Accredited ESP Symposia & Enduring 

Exhibits 10.5: Are Activities Such as the AAPM Symposium Necessary & Important 

Proposed Program/Educational Solution 
MediCom Worldwide, Inc. is proposing to hold two 2-hour satellite symposia held in conjunction with the 
2009 American Academy of Pain Management Meeting; each symposium to be held as part of a plenary 
session, and will focus on the role of risk assessment in returning pain patients to optimal functionality 

Symposia Title: The Right Patent, The Right Therapy, The Right Outcomes: 
Maximizing Patient Care Outcomes whilst Minimizing Risks 

Program Overview 
As outlined above, one of the main challenges in pain management today is the appropriate assessment 
of the chronic pain patient. This assessment must focus on identifying the right therapy for the right 
patient as well as continual assessment of the risk potential for opioid misuse, abuse and addiction. 

The tactics of proactive and thorough assessment, followed by ongoing monitoring,- are both good 
medical practices and supportive of improved pain patient care outcomes. In today's challenging clinical 
milieu, clinicians are required to have knowledge of clinical but also legal and regulatory requirements 
with regard to their prescribing of controlled substances. 

Tog.ether, these factors make it imperative that clinicians must have a thorough understanding of: 
• The complex challenges of treating pain and addiction 
• Selecting the right therapy for the right patient 
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• Clinically differentiating between the associated risk of addiction, physical dependency, tolerance 
and pseudoaddiction 

• Legal and regulatory requirements of prescribing of controlled substances 
• Individualized treatment plans that maximize the patient care outcomes and minimize the 

potential risks 

Proposed Agenda 
Day 1: 

Day 2: 

November 12, 2008 

Highly Confidential 

2:00-2:10 PM 

2:10-2:30 PM 

2:30 - 2:50 PM 

2:50 - 3:00 PM 

3:00 - 3:15 PM 

3:15-3:35 PM 

3:35 - 3:45 PM 

3:45 - 4:00 PM 

2:00- 2:10 PM 

2:10-2:30 PM 

2:30 - 2:50 PM 

2:50- 3:00 PM 

3:00 - 3:15 PM 

3:15- 3:35 PM 

3:35 - 3:45 PM 

3:45 - 4:00 PM 

Welcome and Introductions including ARS 

Outline of the Challenges of Managing Chronic Pain in 
the Shadow of Addiction 

Outline of the Current Clinical Practice Guidelines for 
Managing Chronic Pain with Comorbid Addiction 
Disease 

Q&A 

Break 

Practical Approaches to Risk Assessment for Misuse, 
Abuse and Addiction 

Case Studies 

Q&A and Closing 

Welcome and Introductions including ARS 

Differential Diagnosis of Addiction, Tolerance, Physical 
Dependence and Pseudoaddiction 

Regulatory and Legal Requirements of Managing 
Patients with Controlled Substances 

Q&A 

Break 

Practical Outlines of Resources Available to Document 
Patient Visits 

Case Studies 

Q&A and Closing 
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Program Objectives 
Upon completion of this activity, participants should be ~etter able to: 
• . Recognize the key challenges surrounding the treatment of chronic pain with opioids and specifically, 

the risk of opioid misuse, abuse and diversion among chronic pain patients 
• Discuss the consequences of both undertreatment of pain and prescription opioid diversion 
• Identify the clinical management options to prescribing the right therapy for the right patient and 

proactively identify patients with increased potential for opioid misuse, abuse and diversion 
• Identify the federal regulations and legal statutes regarding opioid medications 
• Integrate risk management tools and strategies into everyday clinical practice 

The second part of this program will be producing enduring material adaptation of the 2009 satellite 
symposia series programmed as two automated slide-audio activities on ESP. 

Intended Audience 
The primary audience of the ESP symposia will be physicians, pharmacists, nurses and other allied 
health care professionals who provide care to patients with chronic pain and also those who educate on 
best practices of chronic patient care. 

Format 
Live Symposia with automated slide audio will be posted on the ESP website. 

Distribution 
The Emerging Solutions in Pain symposia will be held at the American Academy of Pain Management, 
20th Annual Clinical Meeting, October 8-11, 2009, Sheraton Phoenix Downtown Hotel, Phoenix, Arizona. 
The enduring materials will be placed on www.EmergingSolutionsinPain.com. 

Request for Sponsor Support 
MediCom Worldwide, Inc. will coordinate the content, advertisement and wider distribution of the 
Emerging Solution in Pain symposia and enduring materials. 

Total Budget 
The total budget to fund this activity is $298,123. 
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Program Summary: Emerging Solutions in Pain 
Section 10: Accredited ESP Symposia & Enduring Budget 

Program Parameters 

Number of accredited symposia 2 

Number of credit hours 4 

Faculty presenters per symposia 3 

Approximate number, health care professional attendees per meeting 250 

. 
Cost summary 

Approximate Total, Direct Expenses $139,500.00 

Total, Indirect Expenses $66,860.00 

Cost of the 2009 AAPM Plenary Session Symposic:1 Series $206,360.00 
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'·. ',: , ·'.' •·• r • 

· 2009 AAPM Plenary Ses'slon Symposia Series ·• · Direct Expenses, Aooroximate: 
Direct Expenses, Aooroximate 

Association Fee 

Speaker honoraria 

Chairman /1 l 

Faculty (5) 

Graphic design and print materials 

Graphic design of look/feel 

Slide creation 

Handout binders, includes binder shell plus all internal sheets; binders to include accredilation information, 
speaker biographical an disclosure information, aaenda, reference materials and presentation slides 

Typesetting, layout of handout binders 

Set design pieces: banners 

Set desian pieces: sianaae 

Program book advertisements 

Tvoesettina, layout of oroaram advertisements 

Tvoesettina, lavout of sianaae 

Tvoesettina, layout of banners 

Faculty travel (6 faculty; air OOP hotel) 

Speaker air 

Soeaker hotel 

SoeakerOOP 

Speaker around transoortation 

MCWW travel (5 staff; air, OOP, hotel) 

MediComair 

MediCom hotel 

MediComOOP 

MediCom around transoortation 

Audio/visual services; upgrade from basic AV included in association fee 

Reference purchase 

Stock photo purchase 

Shiopina/Fed Ex 

Miscellaneous 

. 

Total 

$40,000.00 

$3,500.00 

$12,500.00 

$5,800.00 

$7,500.00 

$22,800.00 

$4,500.00 

$2,000.00 

$1,800.00 

$3,000.00 

$1,000.00 

$1,500.00 

$1,000.00 

$3,300.00 

$4,200.00 

$600.00 

$1,200.00 

$2,750.00 

$5,250.00 

$500.00 

$500.00 

$10,000.00 

$300.00 

$1,500.00 

$1,500.00 

$1,000.00 

Aaaroxlmate. Total, Direct Expenses $139,500.00 
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,. 

Indirect Expenses: 2009 AAPM Plenary Session· Symposlit Series 
Indirect Exoenses Total 

Project management 

Neootiation with association $300.00 

Coordination with vendors $1,800.00 

Coordination with faculty $2,400.00 

Coordination with internal teams $7,440.00 

Preparation and coordination of status meetinc:is/updates $500.00 

Medical services 

Medical direction/account supervision $2,450.00 

Development of agenda. objectives. proc:iram outline $800.00 

Identification of faculty $400.00 

Development of needs assessment $4,000.00 

Development of suooortinc:i materials $1,200.00 

Develooment of coov for oosters, advertisements, set design $600.00 

Proofreadinc:i $2,250.00 

Fact-checkino $1,000.00 

Accreditation of program for CME, CPE, CNE $16,000.00 

Continuing Education participant certificates (est. 500) $7,500.00 

Onsite CME coordination $1,350.00 

Meeting management 

Venue coordination $2,000.00 

Travel coordination for faculty and staff $2,000.00 

Coordination of associated meeting loc:iistics $1,500.00 

Onsite management (5 staff members} $6,750.00 

Participant database development/manaaement $435.00 

Administrative and accounting fees $4,185.00 
·. 

Total, Indirect Expenses $66,860.00 
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Program Summary: Emerging Solutions in Pain 
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Cost Stlm,;,a 
A roximate Total, Direct Ex enses $45,440.00 

Total, Indirect Ex enses $46,323.20 

ESPIAAPM Accredited Self.;stuc1Ystide-Audio·Prograrr, Series $91,763.20 

Detailed Budaet Itemization: Accredited Slide Audio Program 
Direct Exoenses, Aonroximate Total 

Clinical expert honoraria, review $1,500.00 

Transcription $1,100.00 

Graphic desian 

Creation of graphic user interface $2,610.00 

Adaptation of meeting slides to slide/audio format $2,610.00 

Creation of animations, highlights, additional graphics $3,480.00 

Tvoesetting, lavout $1,160.00 

IT programming services 

Editina of audio track $8,700.00 

Slide-audio proQramming $23,200.00 

Preparation of slide-audio for online posting $580.00 

Miscellaneous (non-fulfillment shiooinQ, faxes, etc.) $500.00 

· Annroxi;,;1te Total, Direct'ExDens~s $45.~0.00 

Indirect Exoenses 

Proiect management 

Review of audio files for editinQ direction 

Coordination with internal teams 

Preparation and coordination of status meetings/updates 

Medical/scientific services 

Medical direction/account supervision 

Development of suoporting verbiage (needs assessment, obiectives, etc.) and self-assessment 

Proofreading 

Fact-checking 

Accreditation of program for CME, CPE, CNE; includes 300 Continuing Education participant 
certificates total 

Data management 

Management of participant database 

. Data analysis and reportina 

Administrative and accountina fees 

Total, Indirect ExDenses 
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$1,200.00 

$9,840.00 

$1,800.00 

$2,100.00 

$1,800.00 

$4,000.00 

$1,000.00 

$18,000.00 

$1,740.00 

$3,480.00 

$1,363.20 
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07300O.106

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 11: Accredited Monograph Series and Collection 

Program Title 
The Emerging Solutions in Pain Accredited Monograph Series and Monograph Collection 

Background 
The ESP monographs are one of the most requested items within the website. The most requested 
topics' in the monograph series selected include: 

• Ziegler - Treating Chronic Pain in the Shadow of Addiction (2124) 
• Webster - Determining the Risk of Opioid Abuse (784) 
• Vallerand -A Closer Look at Racial/Ethnic Disparities in Pain Management (562) 
• Vallerand - Patient and Clinician: Mutual Shareholders in the Treatment of Chronic Pain (432) 
• Brushwood - Electronic Prescription Monitoring Programs: A Data-Reporting Tool Designed 

to Prevent Drug Diversion (357) 
• Ziegler - When Should Opioids be Discontinued? Assessing Aberrant Medication-Use 

Behaviors in Patients with Chronic Pain (357) 
• Schyler - Neuroimaging: Interpreting Addiction (316) 
• McCarberg - What Role Does Age Play in the Management of Chronic Pain in Adult 

Patients? (300) 
• Miguel - Pain Patients at Risk of Abuse and Those with Comorbid Psychopathology (294) 

Overall, the preferred topics center on management of the chronic pain patient with comorbidities, 
including addiction disease, elderly and psychopathologies. 

Proposed Program/Educational Solution 
MediCom Worldwide, Inc. is proposing two parts to the 2009 monograph program. The first part is to 
extend the success of the Emerging Solutions in Pain Accredited Monograph Series to include a selection 
of the preferred topics and to extend the authors/review panel to a more interdisciplinary team. Some of 
the topics & faculty (in no particular order) to be considered will include: 

Topic Physician Nurse/NP Pharmacist 
New practice guidelines: Implementation in a Nancy Wiedemer Peggy Compton TBC 
real-life practice/What do the currently 
available guidelines suggest for the 
management of chronic pain with comorbid 
addiction disease 
Tolerance and the chronic pain patient TBC Anna Du Pen GM Pollack 
Assessment and treatment strategy Steve Passik Micke Brown TBC 
development 
The evolving paradiqm of chronic cancer pain TBC Judy Paice TBC 

The second part is to collect and reaccredit the series of 4 monographs developed during 2008. and 
release the collection as a single file document 

ESP User Data from 1 Jan 2007 to 9 Nov 2008 
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07300O.107

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 11: Accredited Monograph Series and Collection 

Program Overview 
MediCom Worldwide, Inc. is proposing to extend the success of the Emerging Solutions in Pain 
Accredited Monograph Series by developing and producing an accredited series of four, 8-page 
monographs, directed toward physicians, pharmacists, nurses and other health care professionals 
involved in the care of patients with chronic pain. This series of accredited monographs will initially be 
published in a selection of pain journals including but not limited to Practical Pain Management journal 
and Pain Medicine, all monographs will also be available for credit online at the Emerging Solutions in 
Pain website. 

MediCom will also improve the CE Education section of the website to enable users to manage their CE 
online using a "My CE" resource. This will enable users to store their completed CE programs as their 
preferences of topics. 

The CE evaluation will also be enhanced to be more user-friendly and include more robust data 
collection. The questions will be formatted into the following categories: 

CE Questionnaire 

Feedback Questionnaire 

Followed by (if user has passed) 

Print CE Certificate 

Download CE Certificate 

Email CE Certificate 

CE Provider 
Based on the need to educate clinicians in the assessment and treatment of chronic pain patients who 
may be at risk for abuse, addiction and diversion, the Emerging Solutions in Pain Accredited Monograph 
Series will be accredited for: 

• CME credit for physicians by the Accreditation Council for Continuing Medical Education. 
Each activity will be approved for a maximum of one hour of AMA PRA Category 1 Credit 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy Education. 
Each activity will be approved for a maximum of 1.0 contact hour for Continuing 
Pharmacy Education 

• CNE credit for_ nurses. Each activity will be approved for a maximum of 1.0 contact hour 
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07300O.108

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 11: Accredited Monograph Series and Collection 

Program Objectives 
The purpose of the Emerging Solutions in Pain Accredited Monograph Series is to 

(1) Educate clinicians on key topics relating to the Emerging Solutions in Pain initiatives. 
The first monograph topic of 2009 will be selected using the guidance of the Practitioner 
Peer Review Panel. The next 3 topics will be selected with the guidance of the Emerging 
Solutions in Pain Advisory Board 

(2) Utjlizing an interdisciplinary author/reviewing team will broaden the value of this 
educational initiative to a wider range of ESP members 

(3) The target for each monograph will be to achieve a minimum of 1,000 web sessions 

The purpose of the Emerging Solutions in Pain 2008 Accredited Monograph Collection is to provide a 
collection of educational topics relating to the Emerging Solutions in Pain initiatives. The topics that will 
be included in the collection are: 

• Ziegler: When Should Opioids Be Discontinued? Assessing Aberrant Medication-Use Behaviors 
in Patients with Chronic Pain 

■ Schnierow & Shurman: A Multidisciplinary Approach to the Medical Management of Sleep, 
Chronic Pain, and Driving 

• Webster: Determining Appropriate Candidates for Opioid Therapy 
• Fanciullo & Washington: Evidence-Based Guidelines for Opioid Therapy 

Intended Audience 
The primary audience of the Emerging Solutions in Pain Accredited Monograph Series and Collection 
includes physicians, pharmacists, nurses and other health care professionals who provide care to 
patients with pain. 

Format 
Four-issue series focusing on relevant topics in pain management and addiction medicine; each 
issue accredited for one hour; 8-page format; monographs to be published in one of several 
journals appropriate for the ESP target audiences. 

Post-Activity Feedback 
Course evaluation forms will be required of all participants who wish to receive continuing education 
credit. MediCom Worldwide, Inc. will summarize the information collected from these forms in a formal 
report to evaluate program effectiveness. 

Participants will evaluate the following as excellent, good, fair or poor: 
(1) Overall content 
(2) Faculty teaching effectiveness 
(3) Format 

Participants will also respond to the following questions: 
(1} How well did the program achieve its educational objectives? 
(2) Do you feel the program material was useful and practice-oriented? 
(3) Do you feel that the information provided in this educational activity will aid in improving 

patient care in your practice? 
(4) Do you feel that fair balance was maintained for all therapeutic options? 
(5) Would you participate in future educational activities? 
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07300O.109

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337 .0960 

Program Summary: Emerging Solutions in Pain 
Section 11: Accredited Monograph Series and Collection 

Distribution 
MediCom Worldwide, Inc. will announce and promote the Emerging Solutions in Pain Accredited 
Monograph Series and Collection primarily through advertisement at the Emerging Solutions in Pain 
website and Booth Series. MediCom will also distribute the ESP Monograph Series and Collection as 
appropriate via the ESP Resource Leaming Center: a subscription-based communication series for pain 
clinics and centers as well as all ESP live activities. 

Total Budget 
The total budget to fund this activity is $278,137. 
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07300O.110

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 11: Monograph Series and Collection Budget 

' 
' ; Cost Summary .·· 

2009 Accredited Monoaraoh Series 

Annroximate Total, Direct Exoenses $117,460.00 

Total, Indirect Expenses $122,263.80 

Subtotal, 2009 Accredited Monooraoh Series $239,723.80 

2008 ESP Monograph Collection 

Annroximate Total, Direct Exoenses $20,265.00 

Total, Indirect Expenses $18,147.95 

Subtotal, 2008 ESP Monoaraoh Collection $38,412.95 
',-: 

2009 ESP Print Tactics: Accredited Monograph Series and Collection . $278,136.75 
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07300O.111

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 11: Monograph Series and Collection Budget 

Detailed Budaet Itemization: Monoaraoh Serles, Four Monograohs Total 

Direct Exoenses, Aaoroximate Total 

Clinical expert honoraria $16,000.00 

Insert paae charnes* $83,820.00 

Eiqht-paqe article printed on matte cover stock as journal insert 

Production services 

Layout and tvoesettinQ of articles $6,960.00 

Creation of suooortin!'.l web oaqes for online oostin!'.l $1,740.00 

Proaramming of finished monographs for Web-postina, archiving $1,740.00 

Data management $4,000.00 

References $1,200.00 

Miscellaneous (phone, fax, non-fulfillment Fed Ex) $2,000.00 
.. : .. 

. 
' Ai:ia;oximate Total, Direct Expenses $117,460.00 

Indirect Exoenses Total 

Project management 

Coordination with facultv $2,400.00 

Coordination with journal staff $1,800.00 

Coordination with internal teams $5.040.00 

Preparation and coordination of status meetinqs/uodates $1,800.00 

Medical services 

Medical direction/account suoervision $9,100.00 

Topic/author identification/research $2,400.00 

Outline creation $4,000.00 

Creation of monoQraohs based on consultation, review with facultv $32,000.00 

Development of suooorting verbiage (needs assessment, objectives, etc.) and self-assessment $4,800.00 

Incorporation of revisions $6,400.00 

Proofreadina $6,000.00 

Fact-checkina $3,000.00 

Accreditation of program for CME, CPE, CNE; includes 800 Continuing Education participant 
certificates total $40,000.00 

Administrative and accounting fees $3,523.80 .. . .. . ,;·.···· .. _·•- .. ·. . ~ /', ,. '', ,- -· 
.. · Total, Indirect Expenses $122;263.80 

*Each of the four monographs will be published in one of several select journals, which may include, but are not limited to, 
Practical Pain Management Journal and Pain Medicine Journal 

November 12, 2008 Page 103 

Highly Confidential TEVA_MD L_A_ 06766963 

P-29481 _ 00727



07300O.112

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 11: Monograph Series and Collection Budget 

.. Detailed BuiJaet'itemization:200fl•Monc,graplf'Collection .~\'> 

Direct Expenses, Aooroximate Total 

Printing, quantity 2,000 $16,000.00 

Includes printing of 4 8-page saddle-stitched booklets, reproducing all 2008 PPMJ monographs plus 
four-color card stock envelooe 

Graphic design 

Typesettinq, layout $3,480.00 

Coordination with orint vendor $435.00 

Miscellaneous (non-fulfillment shloolng, faxes, etc.I $350.00 
. "· .._· •••• ,,,<', 

' . _,, . Aooroximate Total, Direct Expenses $20,265.00 

Indirect Exoenses Total 

Proiect manaaement 

Coordination with internal teams $1,440.00 

Preparation and coordination of status meetinqs/updates $300.00 

Medical/scientific services 

Medical direction/account supervision $1,400.00 

Editinq review $1,600.00 

Creation of suooorting documents for individual accredited self-study programs $800.00 

Proofreadinq $1,000.00 

Accreditation of oroaram for CME, CPE, CNE $5,000.00 

Continuing Education participant certificates (estimate 750 certificates per proaram) $6,000.00 

Administrative and accountina fees $607.95 

>: p 

.. ., 
.• . •· <·,,, Total, Indirect Expenses $18,147.95 
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07300O.113

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 12: Exhibition Booth & Meet the Expert Series 

Program Title 
The Emerging Solutions in Pain Exhibition and Meet the Expert Exhibit Booth Series 

Background 
In 2008, the Emerging Solutions in Pain Exhibition Series· will have achieved the following: 

• Reached approximately 19,100 pain professionals 
• Enabled delegates to discuss key pain management issues with 12 

expert faculty 
• Distributed 10,420 monographs, 3,254 tool kits, and 4,608 awareness items 
• Completed 1,747 needs assessments and recruited 1,064 new ESP 

members 

Proposed Program/Educational Solution 
MediCom Worldwide, Inc. is proposing to utilize the Meet the Expert Booth as an informational and 
interactive display for educating clinicians regarding the Emerging Solutions in Pain initiatives at national 
congresses and association meetings. To ensure maximum effectiveness and value of the exhibit booth 
program, MediCom will tailor the size and activities of the Meet the Expert Booth to reflect the attendance 
and specific purpose of the congress or association. Thus, at larger meetings, an island-style, 20' x 20' 
Meet the Expert Booth will be utilized, while an inline style, 1 O' x 20' mini booth will be displayed at 
smaller congress and association meetings. The ESP Meet the Expert Booth will be constructed such that 
the same structural components, equipment, and supportive elements may be used in both island 
and inline styles. 

MediCom will also develop more surveys to collect delegate information on every exhibition day, that is, a 
new survey will be developed for each day of the congress. This will encourage return visits to the 
exhibition booth to ensure delegates become fully aware of the educational benefits of ESP. 

MediCom will update both the graphic imagery and multimedia displays to reflect current information in 
the fields of pain management and addiction medicine, as well as the tools, resources and activities 
available through ESP at the time of each meeting. Functionality for the full-size Meet the Expert Booth 
will include a seating area for meeting attendees to interact with Emerging Solutions in Pain booth staff; 
computer terminals featuring interactive displays highlighting the Emerging Solutions in Pain initiatives, 
membership registration for the Emerging Solutions in Pain website; the Emerging Solutions in Pain Tool 
Kits; and Monograph Series and Collection. The smaller Emerging Solutions in Pain Booth will focus on 
interactive displays of the Tool Kits and video highlights of previous Expert Clinical Commentary 
presentations; membership registration; and distribution of the Emerging Solutions in Pain Tool Kits and 
Monograph Series and Collection. 

'The figure includes the 2,200 currently registered delegates as of 6 Nov 2008, allending the MPM&R, 20-23 Nov, San Diego, CA 
with an estimation of the total delegates visiting the ESP booth 
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07300O.114

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
· Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 12: Exhibition Booth & Meet the Expert Series 

Program Objectives 
The purpose of the Emerging Solutions in Pain Meet the Expert Booth is to disseminate information 
concerning the Emerging Solutions in Pain initiative to clinicians practicing in the field of pain 
management, and to educate those clinicians on the assessment and monitoring of pain patients, and on 
good practice management techniques. Clinicians visiting the booth will have opportunities to: 

(1) Interact with Emerging Solutions in Pain clinical experts in small discussion groups, 
focusing on tools and strategies that will contribute to a proper balance of pain control 
and risk minimization (full-size Meet the Expert Booth only) 

(2) View multimedia, interactive programs highlighting the issues associated with 
minimization of misuse, abuse and addiction, the Emerging Solutions in Pain Tool Kits 
and associated case studies 

(3) Utilize interactive survey terminals to allow participants to earn educational tools as well 
as obtain continual information of the educational needs of clinicians 

( 4) Receive copies of the Emerging Solutions in Pain Tool Kits and other support materials, 
such as the ESP Accredited monograph series and collection 

(5) Gain exposure to the resources available at the Emerging Solutions in Pain website, and 
register as a "member," thereby expediting their ability to access online resources 

There are multiple objectives that are achieved with the ESP Meet the Expert Booths: 
1. Disseminate information and awareness generation for the ESP initiatives 
2. Disseminate information concerning accredited activities 
3. Showcase hot new topics and newsworthy information from the pain management field 
4. Disseminate existing content from the website 
5. Gather needs assessment survey data 

Intended Audience 
The primary audience of the Emerging Solutions in Pain Meet the Expert Booth will be physicians, 
pharmacists, nurses and other allied health care professionals who provide care to patients with chronic 
pain and who attend selected national association meetings and congresses. MediCom is proposing to 
utilize the full-size exhibit booth at two national association meetings, and the mini exhibit booth at two 
national association meetings in 2007; each association conference demographic profile and other 
scientific agenda, and public relations information will be analyzed on a continuing basis throughout the 
year to determine the best audience reach and utilization of exhibit booth funds. Possible meetings for 
both the full-size meeting and mini exhibit booths are listed on the next page. 

Format 
The format of the Emerging Solutions in Pain Exhibition Booth Series is an interactive meeting booth to 
be presented at national association meetings and congresses. The full-size Meet the Expert Booth will 
feature live peer-to-peer interactions with Emerging Solutions in Pain clinical experts, as well as 
interactive, multimedia programs that highlight the Emerging Solutions in Pain initiatives. The smaller 
Emerging Solutions in Pain booth will focus on educating clinicians in the availability of the Emerging 
Solutions in Pain initiatives. 
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07300O.115

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 12: Exhibition Booth & Meet the Expert Series 

Potential Meetings, Full-Size (20' x 20' island) Exhibit Booth 
• American Academy of Pain Medicine, 28-31 Jan, Honolulu, Hawaii (this has been 

approved under a separate grant #2489 and is not included in the overall Exhibition 
Booth budget) 

• _American Pain Society, 7-9 May, San Diego, CA 
• American Academy of Physical Medicine and Rehabilitation, 22-25 Oct, Austin, TX 

Potential Meetings, Mini (10' x 20" iri-line) Exhibit Booth 
• American Association for the Treatment of Opioid Dependence, 25-29 Apr, New York, NY 

(this has been approved under a separate grant and is not included in the overall 
Exhibition Booth budget) 

• American Academy of Physician Assistants, 23-28 May, San Diego, CA 
• American Society for Pain Management Nurses, 12-15 Sep, Jacksonville, FL 

The Components of the 2009 ESP Booth Exhibition Include: 
• Interactive needs analysis kiosks 

• Faces of Pain currently associated with the tolerance survey 
• Additional surveys will be developed for subsequent days of meeting 

• Video wall outlining ESP for clinicians who are hesitant to speak with an ESP representative 
• Continual updates to include the latest ESP website content as well as pain news tickerst 

• Plasma screen with video highlights of ESP resources and activities 
• Distribution of ESP information and resources 

• Tool Kit Volume II 
• PatientT ool Kil 
• ESP monograph series and collections 

Distribution 
The Emerging Solutions in Pain Meet the Expert Booth will be available at selected national association 
meetings and congresses; meetings identified to date include the AAPMed,:t: APS, ASPMN, AAPM&R, 
AATOD3

, and AAPA. The announcement of the booth will be made via direct mail to registered meeting 
attendees and members, and via banner advertisements. Information at the booth will be provided by 
Emerging Solutions in Pain clinical experts and by MediCom Worldwide, Inc. staff members. 

Request for Sponsor Support 
MediCom Worldwide, Inc. is promoting the Emerging Solutions in Pain Meet the Expert Booth through a 
variety of methods, including direct mail, and journal and banner advertisements. 

Total Budget 
The total budget to fund these activities is $490,205. 

tA news ticker is (can be referred to as a "crawler'') is a small screen space on the ESP video wall dedicated to presenting pain 
news headlines. 
iThis is not included in the budget of this grant 
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07300O.116

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 12: Exhibition Booth & Meet the Expert Series 

Optional Tactics 
In addition to the tactics, programs, and activities described above, the following optional tactics may be 
developed and implemented, as well, if sufficient need and funding exists: · 

• International and extended audiences ESP Exhibit Booth Program 
The need for educational information, tools and resources for health care professionals who 
provide care to patients with chronic pain patients is not limited to the United States. In 
addition to the above-mentioned meetings, the ESP Exhibit Booth may be cost-effectively 
utilized to extend the reach of the ESP initiatives to an international audience of health care 
professionals via the World Institute of Pain meeting in New York and other extended 
audiences selected national meetings. The cost differential of utilization of the ESP Exhibit 
Booth at these meetings will obviously vary with the location, and will be quoted upon 
request. Potential further meetings include: 

• The World Institute of Pain (WIP), 13-16 Mar, New York, NY (option of 
sponsoring ONLY the Cyber Center) 

• The ESP Cyber Center are workstations where attendees may check 
emails with the following opportunities: 

o The ESP logo will be prominently displayed above the 
workstation 

o The ESP website could be set as the homepage or the ESP logo 
as the screen saver 

o Opportunity to distribute the ESP mouse pads from the Cyber 
Center 

o Opportunity to provide your ESP watermarked paper for the 
Cyber Center printers 

o ESP logo and website link placed on the Congress website 
o Acknowledgement on Supporters' Board on-site 
o Acknowledgement in the Supporters' List in the Final Program 

• The WIP delegates are as follows: 

Tne 4tn wor1a congress 1r1ar1a Institute or Pain• WIP 
BlKlapest. Hungary, September 2S-28, 2007 

Alte11<1ance Dy conun,mts 

8% 

D-4% 

D Welom Eu,Cfl" 
■ Am1:1ri;:as 

C AsalAustr3:ssi., 
C EZISfQJll ELTDpr;;> 

■ MiddlQ EootfAflico 

Over 2i000 partkipants from over 70 countries 
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07300O.117

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 12: Exhibition Booth & Meet the Expert Series 
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The list of potential national congresses include: 
• American Pharmacists Association, 3-6 Apr, San Antonio, TX 
• American College of Physicians, 23-25 Apr, Philadelphia, PA 
• American Society for Addiction Medicine, 30 Apr-3 May, New Orleans, LA 
• American Academy of Nurse Practitioners, 17-21 Jun, Nashville, TN 
• Pain Week, 9-13 Sep, Las Vegas, NV 
• National Community Phannacists Association, 17-21 Oct, New Orleans, LA 
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 12: Exhibition Booth & Meet the Expert Series 

•,' _,.,, 

Proarain P~rafueters ·, •· 

Number of 2009 Exhibitions of the lsland-stvle 20x20 ESP Booth 

Number of 2009 Exhibitions of the lnline-stvle 10x20 ESP Booth 

CoslSummarv. 

Per Meeting 

One-Time Expenses 

Ao1>roximate Total Direct Expenses $0.00 

Indirect Expenses $0.00 

Subtotal, One-Time Exoenses $0.00 

lsland-stvle, 20x20 Exhibit Booth Series, 2 Meetinas Total 

Aooroxlmate Total, Direct Expenses $91,790.00 

Total, Indirect Expenses $39,413.70 

Subtotal, lsland-stvle 20x20 Exhibit Booth Series, 2 Meetinos Total $131,203.70 

lnline-stvle 1 Ox20 Exhibit Booth Series, 2 Meetinas Total 

Aooroximate Total, Direct Exoenses $49,710.00 

Total, Indirect Expenses $29,401.30 

Subtotal, lnline-stvle 10x20 Exhibit Booth Series, 2 Meetinas Total $79,111.30 

Total Cost of the 2009 ESP Meet the Expert Exhibition Booth Series 

. 
2 

2 

Total 

$59,490.00 

$10,084.70 

$69,574.70 

$183,580.00 

$78,827.40 

$262,407.40 

$99,420.00 

$58,802.60 

$158,222.60 

$490,204.70 
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07300O.119

101 Washington Street· 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 12: Exhibition Booth & Meet the Expert Series 

. . . . . .... ,, ....... , ··,· . . . ·.. . . .... ·. 
Deta'iled BJ.Jdgetltem.ization: one-Time Expenses, 'Extiibition EJooth.Series 

Direct Exr,enses, Annroximate Total 

Update and maintenance of the 20x20 exhibit booth $5,000.00 

Update and maintenance of the 10x20 exhibit booth $10,000.00 

Grachic desian for new booth arachics $1,740.00 

Booth survey educational tools, 2,000 quantity $36,000.00 

Exhibit booth storage fee $6,000.00 

Miscellaneous lnon-fulfillment shinnlna. faxes etc.I $750.00 

Subtotal, One-Time Annroximate DirectExDenses $59,490.00 

Indirect Exoenses Total 

Project management 

Coordination of internal teams $3,600.00 

Coordination with third-oartv vendors $2,700.00 

Preoaration and coordination of status meetincis/uodates $450.00 

Medical/scientific services 

Medical direction/account suoervision $700.00 

Creation of text for booth ciraohics $600.00 

Proofreadina $250.00 

Administrative, accounting fees $1,784.70 
,. -,-, 

.,. Subtotal, One-Time Indirect ExDenses $10,0M10 
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07300O.120

101 Washington Street 
Morrisville, Pennsylvania 19067 

· Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 12: Exhibition Booth & Meet the Expert Series 

DetailedBudaet Itemization: lsland-stvle, 20x20 Exhibit Booth Series 

Direct Exoenses Annroximate Per Meetino Total 

Exhibit space plus liability insurance $14,800.00 $29,600.00 

Exhibit booth logistics $23,500.00 $47,000.00 

Includes meeting floor plan design, shop prep, warehouse load in/out, exhibit hall drayage, 
electrical charges, exhibit hall engineering fees, installation and dismantling including labor 
supervision and expenses 

Eauipment rental $9,800.00 $19,600.00 

Includes rental of all necessary computer units, plasma screens, audio, telecommunication 
links, staoino, booth arranoements, etc. 

Shipping of booth to meeting site $8,500.00 $17,000.00 

ShiDDina of supplies $2,300.00 $4,600.00 

Includes shipping of literature. educational surveys and educational items to meeting site and 
deliverv to booth charaes 

Diaital media 

Adaptation of displav araphics for Plasma loop and all associated tickers $4,800.00 $9,600.00 

Touchscreen kiosk proarammino and set-uo $450.00 $900.00 

Graphic design / production services 

TvPesetting and lavout of booth posters, schedules, surveys $1,000.00 $2,000.00 

Tvpesettina and lavout of advertisements (direct mail plus meetina cataloa\ $1,500.00 $3,000.00 

Coordination with third-partv print vendors $500.00 $1,000.00 

Conference management services 

Manaoement of pre-meeting booth set-up $3,000.00 $6,000.00 

Manaoement of oost-meetino booth set-up $2,400.00 $4,800.00 

Booth advertisement 

Advertisement in meetinci cataloo/oublication /full Paae, 4/c\ $3,000.00 $6,000.00 

KOL expenses: three KOL faculty per meeting; each KOL attends two Meet-the-Expert 
sessions; 2 of 3 KOLs will already be attendina lno travel required) 

Honoraria $6,000.00 $12,000.00 

Facultv air $550.00 $1,100.00 

Facultv hotel $700.00 $1,400.00 

Faculty around transportation $200.00 $400.00 

Faculty OOP $300.00 $600.00 

MediCom expenses: three MCWW staff 

MCWWair $1,650.00 $3,300.00 

MCWWhotel $4,200.00 $8,400.00 

MCWW around transportation $765.00 $1,530.00 

MCWWOOP $1,125.00 $2,250.00 

Miscellaneous (non-fulfillment shiooina, faxes, etc.) $750.00 $1,500.00 

Annroximate Total, Direct Exoen.ses $91,790.00 $183,580.00 
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Program Summary: Emerging Solutions in Pain 
Section 12: Exhibition Booth- & Meet the Expert Series 

. . ~--·. Detailed Budaet ltemizati.on:Jsland .. stvle, 20x20 Exhibit Bo4th 'Seri~$ (c~niJ . i-:_:'·. 

Indirect Exoenses Per Meeting 

Project manaaement 

Coordination with conference vendors $4,000.00 

Coordination with KOLs for The Doctor is In schedule $450.00 

Coordination of pre-meeting processes $2,400.00 

Coordination of booth advertising and other support materials $1 800.00 

Coordination with internal teams $3,360.00 

Preparation and coordination of status meetinos/uodates $600.00 

Medical I scientific services 

Medical direction/account supervision $2,100.00 

Development of copy for meetina advertisements $450.00 

Development of copy for plasma screen loop, other booth support materials $1,200.00 

Proofreading $1,500.00 

.,. 

Total 

$8,000.00 

$900.00 

$4,800.00 

$3,600.00 

$6,720.00 

$1,200.00 

$4,200.00 

$900.00 

$2,400.00 

$3,000.00 

Staffina of booth during meeting (1 director, 1 senior, 1 junior) $18,000.00 $36,000.00 

Coordination with KOls during meeting $800.00 $1,600.00 

Administrative and accountinQ fees $2,753.70 $5,507.40 

;:,rota/,•.fndirecfExmmses. 
.. 

: . ". , .. .. 
. .. · .. ·; . .. ·• .: .· · $39 ;413.70 ; · · .. $78,827.40 
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Program Summary: Emerging Solutions in Pain 
Section 12: Exhibition Booth & Meet the Expert Series 

. . . . . . . . 

Detailed Budgefltemization: lnline-sty/e 10x20£xhibit Bo.0th Serles 
Direct Exoenses, Anoroximate Per Meetina 

Exhibit space plus liability insurance $6,250.00 

Exhibit booth logistics $8,000.00 

Includes meeting floor plan design, shop prep, warehouse load in/out, exhibit hall drayage, 
electrical charges, exhibit hall engineering fees, installation and dismantling including labor 
suoervision and exoenses 

Eauioment rental $3,600.00 

Includes rental of all necessary computer units, plasma screens, audio, telecommunication 
links, staging, booth arrangements, etc. 

Shiooing of booth to meeting site $7,500.00 

Shinnina of suoolies $2,300.00 

Includes shipping of literature, educational surveys and educational items to meeting site and 
delivery to booth charges 

Digital media 

Adaotalion of disolav oraohics for olasma looo and all associated tickers $4,800.00 

Touchscreen kiosk oroQramminQ and set-up $450.00 

Graphic design / production services 

Tvoesettino and layout of booth posters, surveys $750.00 

Tvoesettin!l and lavout of advertisements (direct mail olus meeting catalog) $1,500.00 

Coordination with third-oartv orint vendors $500.00 

Conference manaqement services 

ManaQement of pre-meetinQ booth set-uo $3,000.00 

Management of post-meeting booth set-up $2,400.00 

Booth advertisement 

Advertisement in meeting catalog/publication (full page, 4/c) $3,000.00 

MediCom expenses: two MCWW staff 

MCWWair $1,100.00 

MCWWhotel $2,800.00 

MCWW ground transoortation $510.00 

MCWWOOP $750.00 

Miscellaneous (non-fulfillment shinning, faxes, etc.) $500.00 
_ .. · .. . . :-·-. ,-.-,. _. -·. .. . 

' $49,710.00 . ' ·Anriroximate Total, Dlrect.Exoenses .. 
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Total 

$12,500.00 

$16,000.00 . 

$7,200.00 

$15,000.00 

$4,600.00 

$9,600.00 

$900.00 

$1,500.00 

$3,000.00 

$1,000.00 

$6,000.00 

$4,800.00 

$6,000.00 

$2,200.00 

$5,600.00 

$1,020.00 

$1,500.00 

$1,000.00 

$99,420.00 
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Program Summary: Emerging Solutions in Pain 
Section 12: Exhibition Booth & Meet the Expert Series 

Detailed Budget ltemizatioir:lnfine-stvle10ic20 Exhibit Booth· Series'.(con't 

Indirect Exi,enses Per Meetino 

Proiect management 

Coordination with conference vendors $4,000.00 

Coordination of ore-meetino orocesses $1,200.00 

Coordination of booth advertisino and other suooort materials $1,500.00 

Coordination with internal teams $3,360.00 

Preoaration and coordination of status meetinos/uodates $600.00 

Medical f scientific services 

Medical direction/account suoervision $2,100.00 

Develooment of coov for meetino advertisements $450.00 

Development of copy for plasma screen loop, other booth suoport materials $1,200.00 

Proofreading $1,500.00 

Total 

$8,000.00 

$2,400.00 

$3,000.00 

$6,720.00 

$1,200.00 

$4,200.00 

$900.00 

$2,400.00 

$3,000.00 

Staffino of booth durino meetino (1 director, 1 iunior\ $12,000.00 $24,000.00 

Administrative and accounting fees $1,491.30 $2,982.60 .,, .. . 
... Total, Indirect Exoenses $29,401.30 $58,802.60 
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Phone 215.337.9991 
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Program Summary: Emerging Solutions in Pain 
Section 13: Outcomes Initiatives 

Program Title 
The Emerging Solutions in Pain Outcomes Study 

Background 
It is critical in the current education environment to make greater use of outcome assessment in medical 
education. As a result, MediCom will expand our current use of outcome measures in all ESP programs. 
Once outcomes become measurable, they become manageable. 

Proposed Program/Educational Solution 
Since the launch of ESP in 2005, we have developed extensive tools, resources that support pain 
management and risk minimization. The ESP members are a defined group of loyal users. MediCom 
Worldwide, Inc. is proposing to implement the ESP Outcome Study as an ongoing initiative to collect 
outcomes data on the impact of web-based ESP activities on clinician practices; a new outcomes 
question will be posted monthly to identify effectiveness of ESP activities and to determine ongoing 
educational needs of ESP users. The outcomes study will result in the generation of an executive 
summary, with full details of all outcomes data collected. 

Program Objectives 
The ESP Outcomes Study aims to: 

Primary study outcome: 
• Examine the impact of ESP tools, education and resources on management of 

chronic pain patients 

Secondary study outcome: results will support: 
• Support identification of gaps in clinician knowledge about methods for safe and effective 

prescribing of opioids that minimize risk of opioid misuse, abuse and addiction 
• Facilitate continuous improvement in ESP programs and develop new tools and resources 

needed by clinicians who treat patients with chronic pain 
• lndentify areas of improvement/expansion needed by clinicians in the Emerging Solutions in 

Pain initiatives 

Program Overview 
With some of the platform upgrades and data collection capabilities enhanced, ESP will be well
positioned to begin to capture and report relevant data on the impact of the ESP program overall and that 
of specific tools and features on both educational and patient outcomes. To accomplish this, there are two 
initiatives planned. 

Ongoing Collection of Data Related to Specific Tools: As ESP utilization metrics demonstrate, the most 
frequently accessed and downloaded features of the site are those that provide practitioners with tools 
and resources that can be used in day-to-day practice. While those metrics are informative of need and 
interest, more relevant data are to be gained by asking how well specific tools are working in terms of 
achieving desired outcomes and avoiding unwanted outcomes. ESP will poll all downloading of specific 
instruments on the real-world challenges faced by clinicians and then resurvey to determine the 
effectiveness of the tools. Respondents to these mini-surveys will be followed-up periodically. 
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Program Summary: Emerging Solutions in Pain 
Section 13: Outcomes Initiatives 

Overall Educational Outcomes Survey: ESP will recruit 400 clinicians to participate in a survey that is 
designed to measure the impact of ESP over time in the practice of individual practioners. Recruitment 
will occur via enlistment at the ESP "Meet the Expert" booths at American Academy of Physical Medicine 
and Rehabilitation (AAPM&R), American Academy of Pain Medicine (AAPM), and online at the ESP 
website. Participants will be asked to complete a baseline assessment of four case vignettes with 
questions. The survey instrument will be developed with expert clinical advisors and in consultation with 
MediCom's professional research organization. The results of the baseline tool will be used to develop an 
educational and informational action plan. For a period of three months following the baseline 
administration, ESP content appropriate to the action plan will be brought to the attention of the survey 
participants. After that time, a follow-up assessment will be administered to determine the impact of ESP 
on practitioners' knowledge. The case vignette format will again be used. Analysis of data from all parts of 
the survey will be conducted and a summary report prepared. As appropriate, publication of results will be 
considered. It is anticipated that the data will provide additional insight into gaps in clinician knowledge 
about methods for safe and effective prescribing of opioids that minimize risk of opioid misuse, abuse and 
addiction that will be used in developing future content. 

Intended Audience 
The primary audience of the ESP Outcomes Study will be ESP members including physicians, -
pharmacists, nurses and other allied health care professionals who provide care to patients with chronic 
pain and also those who educate on best practices of chronic patient care. 

Format 
Ongoing web-based outcomes data collection will collect outcomes data on the impact of web-based ESP 
activities on clinician practices; a new outcomes question will be posted monthly to identify effectiveness 
of ESP activities and to determine ongoing educational needs of ESP users. 

The 2009 ESP Outcomes Study will examine the impact of ESP tools, education and resources. The 
outcomes study will result in the generation of an executive summary, with full details of all outcomes 
data collected. 

Distribution 
The ESP Outcomes Study is based on two parts: 

• The ongoing data collection will be provided via the Emerging Solutions in 
Pain website 

• A case vignette-based educational outcomes survey of clinicians and new 
ESP members recruited through the ESP "Meet the Expert" booths at 
AAPM&R, AAPM, and online at the ESP website 

Request for Sponsor Support 
MediCom Worldwide, Inc. will coordinate the content, recruitment, data management, analysis, and 
reporting (and potential publication) of the Emerging Solution in Pain Outcomes Study. 

Total Budget 
The total budget to fund this activity is $173,685. 
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 13: Outcomes Initiatives Budget 

... . . ·. ) ·.. Cost St.Jmrnary ; .. ·• 

Onaoina Web-based Outcomes Data Collection 

Aooroximate Total, Direct Expenses $17,900.00 

Total Indirect Exoenses $17,217.00 

Subtotal, Ongoing Web-based Outcomes Data Collection $35,117.00 

Outcomes Studv and Analvsis 

Aooroximate Total, Direct Expenses $61,280.00 

Total, Indirect Expenses $77,288.40 

Subtotal, Outcomes Studv and Analvsis $138,568.40 

Total Cost, 2009 Emerging Solutions In Pain Initiative Outcomes Study $173,685.40 
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Program Summary: Emerging Solutions in Pain 
Section 13: Outcomes Initiatives Budget 

· · Detailed Budget Itemization: Ongoing Web-based Outcomes Data Collection 

Direct Expenses, Annroximate Total 

Di11ital media: postinQ of monthly outcomes-focused auestions $6,960.00 

Data management 

Data collection $3,480.00 

Data analvsis $6,960.00 

Miscellaneous (non-fulfillment shiDoing, faxes, FedEx, etc.) $500.00 

$17 900.00 

Indirect Expenses Total 

Project management 

Coordination of internal teams $1,680.00 

Preparation and coordination of status meetinqs/updates $450.00 

Medical services 

Medical direction/account supervision $4,200.00 

Identification of questions $2,400.00 

Review, analysis of data $7,200.00 

Proofreadina $750.00 

Administrative and accounting fees $537.00 

Total, Indirect Exaenses $17,217.00 
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Program Summary: Emerging Solutions in Pain 
Section 13: Outcomes Initiatives Budget 

Detailed EJudaet ltemization:,Outcomes Studv and ·Anaivsls , . 
Direct Expenses, Aoaroximate 

Clinical expert honoraria 12\ 

To provide input and guidance on case vignette development 

Production 

Graphic desion of recruitment materials (orint olus onlinel 

Tvoesettina, lavout of recruitment materials lorint olus onlinel 

Typesettino, layout of final reoort 

Outcomes studv honoraria, quantity 50 physicians 

Diaital media 

Programming of recruitment form on ESP website 

Programming of 3 web-based outcomes measurement surveys; each survey to include registration of 
user from the taroet orouo of 400 clinicians olus 4 case vionettes olus 10 multiole choice auestions 

Taraet audience-specific blast email campaigns (3 total) 

Design and layout 

HTML oroorammimi 

List manaqement 

Transmission fee 

Database management 

Database develooment 

Data collection, reoort oeneration 

Stock ohoto purchase 

Miscellaneous 

Aoaroximate Total, Direct Expenses 
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Total 

$5,000.00 

$2,610.00 

$1,160.00 

$870.00 

$20,000.00 

$2,320.00 

$17,980.00 

$870.00 

$1,305.00 

$435.00 

$90.00 

$1,740.00 

$5,800.00 

$750.00 

$350.00 

$61,280.00 

.. 
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Program Summary: Emerging Solutions in Pain 
Section 13: Outcomes Initiatives Budget 

.. •·, -' 
.. , Detailed Budget /temlza'tion: diit~Qnies St1.1dy and Analysis 

Indirect Expenses 

Project management 

Coordination with faculty 

Coordination with internal teams 

Preparation and coordination of status meetings/updates 

Medical/scientific services 

Medical direction/account supervision 

Development of copy for recruitment initiative 

Collaboration with faculty 

Development of baseline outcomes measurement survey of 4 case vignettes plus 10 questions, in 
collaboration with clinical expert faculty; incorporation of revisions post-faculty review 

Analysis of data from baseline outcomes measurement survey and development of action plan based on 
data analysis 

Development of outcomes measurement survey for conclusion of active study phase; survey to include 4 
case vignettes plus 10 questions, similar to baseline survey, in collaboration with clinical expert faculty; 
incorporation of revisions post-faculty review 

Development of outcomes measurement survey for follow-up 3 months post-active study phase; survey to 
include 4 case vignettes plus 10 questions, in collaboration with clinical expert faculty; incorporation of 
revisions post-faculty review 

Analysis of data from all outcomes measurement surveys 

Executive summarv aeneration 

Proofreadina 

Fact checkina 

Outcomes study participant recruitment, Quantity 400 physicians 

Recruitment to occur via sign-up at AAPM&R. AAPainMed Meet-the-Expert booths and via posting on the 
ESP website 

Administrative and accountina fees 

. . 
.. 

Total, Indirect Expenses . 
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Total 

$900.00 

$3,900.00 

$900.00 

$7,350.00 

$450.00 

$3,000.00 

$6,000.00 

$10,800.00 

$4,000.00 

$4,000.00 

$14,400.00 

$6,000.00 

$3,000.00 

$750.00 

$10,000.00 

$1,838.40 

$77.28M0 
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Program Summary: Emerging Solutions in Pain 
Section 14: Targeted Specialist Recruitment and 

Awareness Campaign 

Program Title 
The Emerging Solutions in Pain Targeted Specialist Recruitment and Awareness Campaign. 

Background 
Emerging Solutions in Pain currently has an outreach to 5,871' members. Within this membership, ESP 
has a number of users who view page content for< 10 seconds. The objective in 2009 is to reach 10,000 
regular users of the ESP initiatives and to engage these members into becoming habitual users of ESP. 
The stages of adoption includes: 

1. Awareness of ESP and the benefits we offer 
2. Develop interest in ESP after hearing about the benefits 
3. Willingness to trial ESP 
4. Accepting the learning of ESP to adopt into clinical practice 
5. Practice of regular utilization of ESP and making a difference to patient care outcomes 

Proposed Program/Educational Solution 
MediCom Worldwide, Inc. is proposing the following initiatives to actively recruit regular users 
of ESP programs: 

o Targeted awareness campaigns 
o Beacon weekly newsletter 
o ESP scholarship fund 

Program Objectives 
The overall objective of the 2009 Awareness Campaign is to increase the number of health care 
professionals who are active, regular members the Emerging Solutiof'/S in Pain community. The specific 
objectives of the Awareness Campaign include, but are not limited to: 

(1) Increase the number of registered users and those health care professional who impact 
pain patient care outcomes from 6,000 to 10,000 at www.EmergingSolutionsinPain.com 
in all target audience groups, including expanding existing member groups and inviting 
new groups actively involved in pain medicine: 

a. Pain specialists, addictionologists and other physicians who treat patients with 
chronic pain 

b. Non-physician members of the pain management community, eg, nurses, 
physician assistants, pharmacists 

c. Residents and fellows who have an interest in treating pain as part of their studies 
(2) Increase the number of user sessions at www.EmergingSolutionsinPain.com 
(3) Increase the total amount of information downloaded at www.EmergingSolutionsinPain.com 

• Members Count up to 9th November 2008 
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Program Summary: Emerging Solutions in Pain 
Section 14: Targeted Specialist Recruitment and 

Awareness Campaign 

Program Overview 
MediCom will build an awareness campaign to expand current members and reach out to new members, 
as well as an adoption strategy to ensure that health care professionals are not only aware of Emerging 
Solutions in Pain but adopt it as their #1 source of education. MediCom plans to convert the <10 seconds 
users into engaged users with repeat visits and increased session lengths. 

MediCom is proposing to actively recruit health care professionals in the field of pain management and 
addiction medicine to become members of the ESP online community to access a comprehensive array 
of ongoing education, resources, and tools through a series of targeted and focused awareness-building 
campaigns, comprised of three different components. Medi Com has previously identified these as 
important in raising awareness among, and recruiting, key groups of health care professionals including 
physicians, pharmacists, nurses, physician assistants, residents, and fellows. 

1. The 2009 Targeted Specialist Recruitment Campaigns 

November 12, 2008 

Highly Confidential 

MediCom is proposing to build a target recruitment campaign which includes blast email, 
fax campaigns, banner advertisements, and direct mail postcard campaigns to targeted 
specialist audiences of nurses, pharmacists, physician assistants and practitioners 
concerned with safe and effective opioid use. 

a. A Targeted Awareness Internet Banner Campaign 
Internet banners advertising the ESP initiatives will be placed on diverse medical 
association websites, such as (but are not limited to) the American Academy of 
Pain Management Nurses, the American Academy of Physical Medicine and 
Rehabilitation, the Journal of Pain and Pain Medicine. 

Targeted awareness campaigns will be focused on the specialist audiences that 
are the primary intention of each program. As such, these campaigns will focus 
primarily on pain management physicians, addictionologists, nurses, pharmacists 
and allied health care professionals who specialize in or have an interest in pain 
management and/or addiction. 

b. The Blast and Fax Campaign 
MediCom is proposing to utilize a targeted, coordinated series of multimedia 
blast email and fax campaigns to actively recruit new ESP members and 
increase the website and other education initiatives utilization. General email and 
fax lists of relevant clinical audiences (within the targeted new audiences 
spectrum) will be purchased for use in promoting general awareness of the 
availability of the Emerging Solutions in Pain website, and the depth and breadth 
of the resources available on that site. 

This blast and fax campaign will outline the Emerging Solutions in Pain initiatives, 
benefits of membership and information for accessing the ESP programs. 
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Program Summary: Emerging Solutions in Pain 
Section 14: Targeted Specialist Recruitment and 

Awareness Campaign 

Each blast email campaign will consist of an HTML page branded with the ESP 
imagery, including colors and logo, and will include the following features: 

i. Embedded video of or text invitation from a clinical expert, encouraging 
the new member to join the online ESP community or announcing the 
launch of the new activity 

ii. Brief text description of the site and/or activity 
iii. Live link to the ESP website or to the specific program on the ESP 

website 
iv. Button for allowing the recipient to forward the email to a colleague 
v. Button for allowing the recipient to discuss their thoughts/suggestions on 

the content of ESP 
vi. Verbiage for unsubscribing to specific sections of ESP, for selecting 

their preferred method of communication (they may only want to 
receive an blast once a month on a specific topic) and opting out 
from future ESP email communications 

The fax campaign will consist of an invitation to join the ESP community as well 
text descriptions of the EDP website and latest tools. A fax back joining form will 
also be included. 

Metrics will be collected for each blast concerning delivery, opening, click
through and forwarding rates. Metrics for the fax campaign will include return 
faxes received. Analysis of these metrics will enable modification of subsequent 
blasts for optimal reach and effect. 

c. The 2009 Direct Mail Campaign 
In addition to the Internet banners and blast emails, MediCom is proposing to 
create and coordinate a series of direct mail postcards to a target audience of 
30,000 health care professionals who provide care to patients with chronic pain. 
The cards will be sent shortly after the website migration is complete to launch 
the new features in early April 2009, and will invite new members to join the ESP 
online community. 
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Program Summary: Emerging Solutions in Pain 
Section 14: Targeted Specialist Recruitment and 

Awareness Campaign 

2. The 2009 ESP Beacon Weekly Newsletter 
The Beacon 
MediCom Worldwide, Inc. is proposing to continue the development, production and 
implementation of The Beacon, was an ESP-dedicated quarterly electronic newsletter 
supporting increased focus on new tools, resources and activities available through the 
ESP initiatives. The Beacon will be adapted to become a regular weekly update on all 
content posted onto ESP and the latest news in pain medicine. The primary purpose of 
this newsletter series is to encourage more routine use of the Emerging Solutions in Pain 
tools and resources by current and potential ESP members. 

Through this HTML-based newsletter, subscribers will be exposed to highlights of new 
content, programs and resources available on the ESP website, thereby reinforcing the 
value offered by the initiatives, the ease of use of the ESP tools and resources, and the 
diverse range of educational and informational programs and activities available to ESP 
members. All content will be called out by a title or headline that will also function as a 
clickable link directly back to the full story on the ESP website. Content that will be 
highlighted include: 

a. Selected text from current clinical expert commentaries, journal article 
summaries, "In the News" stories and Ask the Expert columns 

b. Selected text from the 2009 Monograph series 
c. Announcements of ESP-sponsored live events, including the Meet the Experts 

Booth and live symposia 
d. Surveys of newsletter recipients for content, tool and resource suggestions 
e. Each section of text will contain a live link to the specific program on the ESP website 
f. Button for allowing the recipient to forward the email to a colleague 
g. Button for allowing the recipient to discuss their thoughts/suggestions on the content 
h. Verbiage for unsubscribing to specific sections of ESP, for selecting their preferred 

method of communication (they may only want to receive an blast once a month on a 
specific topic) and opting out from future ESP email communications 

The benefits a weekly distribution includes: 
• More consistent delivery of messages 
• Subscribers will be updated weekly with new content posted within 

the last 7 days 
• Increased utilization and readership 

3. The 2009 Emerging Solutions in Pain Scholarship Program for Residents, Fellows 
and Nurses 
MediCom is proposing continuation of the Emerging Solutions in Pain Scholarship 
Program, as an initiative that successfully extended the reach of ESP to a new target 
audience of residents, fellows and directors of medical school programs. This program is 
designed with multiple purposes: 

a. Grow the number of new ESP members 
b. Develop new thought leaders in the specialty of pain management 

and addiction management 
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Meeting 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 14: Targeted Specialist Recruitment and 

Awareness Campaign 

c. Introduce up-and-coming physicians and nurses to the pain management 
community and involve this group in the critical interface of pain and addiction 

d. Increase the pool of clinical expert contributors to ESP, through submission by 
the scholarship recipient of meeting and abstract summaries for publishing on the 
ESP website 

In 2008, the ESP Scholarship Program achieved the following: 

Winner Publications 
2008 AAPM, 12-16 Feb, Orlando Capt. Ivan Edwards, DO, MC 4 x Publication Reports of the 

USAFR, Resident, San Antonio, AAPM 
Texas 2 x Case Studies 

2008 APS, 8-10 May, Tampa Lauren Morris, DO, Fellow, New 3 x Publication Reports of the 
York, New York APS 

2008 ICPCD, 29 Oct - 1 Nov, Linda Garcia, MSN, RN, BC, 4 x Publication Reports of the 
Philadelphia Nurse, Worcester, MA ICPCD (in development) 
2008 AAPM&R, 20-23 Nov, San Zachary Abbott, DO, Fellow, TBD 
Diego Denver, CO 
2009 AAPMedicine TBD TBD 

November 12, 2008 

Highly Confidential 

The proposed 2009 ESP Scholarship Program will include: 
■ 2009 APS, 7-9 May, San Diego, CA 
■ 2009 ASPMN (nurse), 12-15 Sep, Jacksonville, FL 
■ 2009 AATOD, 25-29 Apr, New York, NY 
■ 2009 AAPM&R, 22-25 Oct, Austin, TX 

In this program, announcement of the scholarship availability will be posted on the ESP 
website, and through other ESP awareness initiatives. In addition, direct email blast 
campaigns will specifically target directors of medical school programs which include 
formal pain management education programs. To be considered for one of the four ESP 
scholarships, candidates must submit the following: 

a. Name, contact information and email address 
b. A brief biography or CV (100 words or less) 
c. A statement summarizing the candidate's experience in the field of pain 

management, or basis for interest in this field of medicine (200 words or less) 
d. A pain management or addiction medicine interesting case study to establish an 

ability of medical writing (400 words or less) 
e. A letter of recommendation from a senior clinician (one page or less) 

Scholarship recipients will be selected following analysis of all submission packages 
through a numeric scoring system. Final selection will be based upon review of rating 
scores by a diverse group of staff from MediCom Worldwide, Inc. Scholarship recipients 
will receive registration fees, airfare, hotel accommodations and a small stipend. 
Recipients will be asked to write three or more abstracts of conference plenary sessions 
that will be posted on the ESP website. 
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 14: Targeted Specialist Recruitment and 

Awareness Campaign 

Intended Audience 
o The primary audience of the 2009 ESP Awareness and Adoption Campaign will include 

physicians, pharmacists, nurses, physician assistants, residents, fellows and other health 
care professionals who provide care to patients with chronic pain. 

o In 2009, ESP will also expand the target audience to include: 
• More pain management physicians 
• Other new HCPs who: 

■ Prescribe opioids 
■ Influence prescribing 
■ Impact patient management/outcomes 
• Require specialized content for optimal functioning 

T. bl Th t a e: e arge au ,ences or e t d. fi th ESPA wareness an dAd t' C op;ron ampamn 
Clinician Group ESP Target Audience Pharmacologic Responsible for Pain 

Decision Makers Management 
Pain specialists Primary Yes Yes 
Anesthesioloqists Primary Yes Yes 
Addictionologists Primary Yes Yes 
Residents/fellows Secondary Yes Yes 
Pharmacists Secondary Yes Yes 
Nurses Secondary Yes (NPs) Yes 
PAs Secondarv Yes Yes 
PCPs No Yes Yes 

Format and Distribution 
The 2009 Emerging Solutions in Pain Awareness Campaign will include, but is not limited to: 

(1) Banner advertisements, email blasts, faxes and direct mail 
(2) The ESP Scholarship will be announced on the Emerging Solutions in Pain website and 

through multiple email blast campaigns to appropriate target audiences. 
(3) The Beacon eNewsletter will be distributed to registered members of the Emerging 

Solutions in Pain community and other subscribers. 

Total Budget 
The total budget to fund these activities is $296,929. 
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 14: Targeted Specialist Recruitment and Awareness 

Campaign Budget 

Cost Summary 

Tarqeted Specialist Recruitment Camoaions 

Aooroximate Total, Direct Exoenses $125,480.00 

Total, Indirect Expenses $24,034.40 

Subtotal, Taraeted Specialist Recruitment Campaians $149,514.40 

The Beacon Weekly e-Newsletter 

Aooroximate Total, Direct Exoenses $70,410.00 

Total, Indirect Expenses $30,837.30 

Subtotal, The Beacon Weeklv e-Newsletter $101,247.30 

The ESP Scholarshio Fund 

Approximate Total, Direct Expenses $24,560.00 

Total, Indirect Expenses $21,606.80 

Subtotal, The ESP Scholarship Fund $46,166.80 
_. 

2009 ESP Targeted-speciaUst Recruitment ~nd Awareness Campaigns $296,928.50 
-~~ . ' .. , , 
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101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 14: Targeted Specialist Recruitment and Awareness 

C B d t ampa1gn u rge 
., • ..... ··- ··iJetailed Budaetlteinization: Recruitment Cami,alnn ' -· ~ . . 

'. 

Direct Expenses, Aooroximate Total 

Banner advertisements $10,500.00 

Email list purchase, physicians: 16,000 quantity (1 purchase of 16,000 each) $10,224.00 

Fax list purchase, physicians: 48,000 auantitv 13 purchases of 16,000 each) $14,055.00 

Email list purchase, nurses: 10,800 quantity (3 purchases of 3,600 each) $5,850.00 

Fax list purchase, nurses: 9,450 auantitv 13 purchases of 3,150 each) $3,510.00 

Fax list purchase pharmacists: 68 850 quantity (2 purchases of 34,425 each) $9,370.00 

Blast email campaians (4 totall 

Desiqn and layout $1,160.00 

HTML oroarammina $1,740.00 

List manaqement $1,740.00 

Transmission fee $2,753.00 

Blast fax campaians 18 total) 

Design and layout $2,320.00 

List manaaement $3,480.00 

Transmission fee $7,578.00 

PR news releases $3,000.00 

Direct mail postcards; 30,000 quantity $22,500.00 

Includes Printina, address aoPlication & mail services for 6 rounds of 5,000 each, taraetina oain soecialists 

Postage; 30,000 quantity $7,800.00 

Direct mail list Purchase; 30,000 auantitv $8,700.00 

Graphic design/ production services 

Creation and subseauent adaotation of print advertisements $1,450.00 

Creation and subseauent adaotation of banner advertisements $1,160.00 

Programming of Flash-animations of banner advertisements $1,160.00 

Design, tvoesetting and lavout of direct mail postcard $2,320.00 

list manaqement $2,610.00 

Miscellaneous (non-fulfillment shinnina, faxes, etc.) $500.00 
.. 

Aooroximate Total, Direct Exoens.es $125,480.00 

Indirect Exoenses Total 

Proiect manaaement 

Coordination of internal teams $4,320.00 

Coordination with third-oartv vendors $3,600.00 

Preparation and coordination of status meetinQs/uodates $900.00 

Medical / scientific services 

Medical direction/account suoervision $2,450.00 

Copy writing $6,000.00 

Proofreadina $3,000.00 

Administrative and accountina fees $3,764.40 
.• 

·. ._,, 

$24,034.40 .•. . - . ··-:-: , .. .. ,. . .... ,.- '.· . . Total, lndire(:t Expenses;. , 
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101 Washington Street 
Morrisville. Pennsylvania 19067 

Phone 215.337 .9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 14: Targeted Specialist Recruitment and Awareness 

Campaign Budget 

Detailed Sr.,daet Itemization; The Beacon Weektv e:.Newstetter (47 issues .total} 
Direct Exoenses Aooroximate Total 

Graphic development/update of 2008 desi1m $1,160.00 

IT, oroaramming services 

HTML programming $27,260.00 

Review and maintenance of newsletter subscriotion lists $7,540.00 

Transmission fees $33,450.00 

Miscellaneous (phone fax non-fulfillment Fed Ex) $1,000.00 
•... · .• ,. '. ·, ·:;' :/?:-;. . '. ·} '·, .·· ·,•·· / .. ·. ·. • ' • . ·_i··,,;;<':,l'· ·:- -~. ·;•. • -. ' -:·_ ,_,..._~.~;_·.-:_· ; '.· ' ' .· . ,i1,··, .• ' ... ·: .· .• ·.•,., '// .. ,··. ., 

. · ·. Aooroximate Total, Direct Exoenses . $70,410:00 

Indirect Exoenses Total 

Project manaQement 

Coordination with internal teams $4,800.00 

Precaralion and coordination of status meelinQs/updates $1,800.00 

Content develocment 

Medical direction/account manaaement $5,600.00 

Selection of hiQhliQhts for weeklv newsletter costino $3,600.00 

EditinQ for newsletter postino $7,050.00 

ProofreadinQ $5 875.00 

Administrative and accountina fees $2,112.30 

Total, Indirect Expenses $30,837.30 
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·, 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337 .9991 
Fax 215.337.0960 

Program Summary: Emerging Solutions in Pain 
Section 14: Targeted Specialist Recruitment and Awareness 

Campaign Budget 

_·;;,;- \':'' .. : ' ,,, ... ~ . . h . ; 'Detailed Budaet ltemitation:' ESP Scholatshio' Fund ' . '' 
, .. 

. •;; ·• 
Direct ExDenses Aooroxlmate Total 

ESP clinician scholarship, Quantitv: four $20,000.00 

Includes reoistration, travel and stioend for selected clinician to one national association meeting/congress 

Scholarship-specific blast email campaigns (4 total) 

Desion and layout $1,160.00 

HTML orooramming $1,740.00 

List management ' $580.00 

Transmission fee $80.00 

Miscellaneous !non-fulfillment shinnina, faxes etc.l $1,000.00 
. '-· 

ADoroximate Total, Direct.Exoenses $24',560.00 

Indirect Exoenses Total 

Project management 

Coordination of scholarship application campaign $1,800.00 

Selection of scholarship awardees $3,600.00 

Coordination with scholarship awardees 
, 

$1,800.00 

Coordination with internal teams $1,680.00 

Preoaration and coordination of status meetings/uodates $900.00 

Medical/scientific services 

Medical direction/account supervision $3,150.00 

Creation of verbiaae announcino scholarship fund, press releases other associated text $1,200.00 

Review and edit to abstracts submitted by scholarship winners $4,000.00 

ProofreadinQ $1,000.00 

Data management $1,740.00 

Administrative and accountina fees $736.80 

.·. < Total, Indirect Expenses $21,606.80 
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MediCom Worldwide, Inc. 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337 .9991 
Fax 215.337.0960 

Section 15: Emerging Solutions in Pain Educational Initiative Policy Statements 

Conflict Resolution and Control of Content Statements 

In accordance with the Accreditation Council for Continuing Education (ACCME} Standards for Commercial 
Support: Standards to Ensure Independence in CME Activities as well as the Accreditation Council of 
Pharmacy Education (ACPE) Standards for Continuing Pharmacy Education: Standards for Commercial 
Support it is the policy of MediCom Worldwide, Inc. to ensure balance, independence, objectivity and 
scientific rigor in all of its continuing medical education activities. MediCom Worldwide, Inc. requires 
everyone who is in a position to control the content of a CME, CNE or CPE accredited activity to disclose all 
relevant financial relationships with any commercial interest. This information is utilized to determine a) if a 
conflict exists, b) resolve the conflict by initiating a content validation process, and c) advise learners of this 
information. Any individual who refuses to or chooses not to disclose relevant financial relationships will be 
disqualified from participating as an instructor, planner or manager and cannot have control of or 
responsibility for the development, management, presentation or evaluation of a accredited activity certified 
by MediCom Worldwide, Inc. 

MediCom Worldwide, Inc. has defined all those in position to control content as faculty, authors, presenters, 
planning committee members and all those internal staff who are in position to write, alter or impact the 
content of an activity certified for CME, CPE and or CNE. Disclosures received by MediCom from individuals 
in a position to control content are made transparent to learners prior to participating in all activities. 
MediCom Worldwide, Inc. discloses the following information to learners: a) the name of the individual, b} 
the name of the commercial interest(s), and c) the nature of the relationship the individual has with the 
commercial interest. MediCom Worldwide, Inc. also discloses to learners the name(s) of commercial 
interests supporting each CME, CNE, or CPE activity. 

Should a conflict of interest be identified, a content validation process is initiated to ensure that the content 
or format of the activity and related materials will promote improvement in the quality of healthcare and not 
promote a specific proprietary business interest of a commercial interest. It is the policy of Medi Com 
Worldwide, Inc. to conduct an unbiased review of all planned content for CME, CPE and or CNE activities 
certified for credit to ensure adherence to the ACCME, ACPE, and CNE content validation statements and 
to resolve any actual or perceived conflict of interest that exists. MediCom Worldwide, Inc. employs three 
primary metrics to validate content: a) fair balance, b} the scientific objectivity of studies mentioned in the 
materials or used as the basis for content, and 3) appropriateness of patient care recommendations made to 
the learner. 

All faculty members receive instructions that communicate the MediCom Worldwide, Inc. standards of 
practice, specifically information concerning expectations related to content validation and safeguards 
against commercial bias. Individual presentations or initial drafts of a conflicted faculty member's content are 
reviewed by a Medi Com Worldwide, Inc. clinical staff member. If there are concerns identified by the content 
validation process, feedback may be requested from the course director, program chair or independent expert. 

MediCom Worldwide, Inc. is responsible for control of content and selection of presenters and moderators. 
The granter agrees not to direct the content of the program nor will granter be allowed access to review 
content at any stage of development. This CE activity is for scientific and educational purposes only and will 
not promote commercial interests or products directly or indirectly. As the ACCME/ACPE/CNE provider 
MediCom Worldwide, Inc. will be responsible for ensuring that all sponsored activities are planned and 
implemented ii:, accordance with the ACCME Essential Areas and Policies and the ACPE Criteria for 
Quality. · 
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MediCom Worldwide, Inc. 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0960 

Section 15: Emerging Solutions in Pain Educational Initiative Policy Statements 

MediCom Worldwide, Inc. and the grantor agree to: 

• Abide by the ACCME Standards for Commercial Support of Continuing Medical Education 
• Abide by the ACPE Criteria for Quality 

In addition, the commercial supporter agrees to abide by all requirements of the PhRMA Code of Ethics 
and AMA Guidelines on gifts to physicians. 

MediCom Worldwide, Inc. will ensure that the source of support from commercial interest either direct or 
in-kind is disclosed to the participants in program brochures, syllabi and other program support material. 
This disclosure will not include the use of trade name or product group message. 

MediCom will ensure meaningful disclosure to the audience at the time of the program of (a) Granter 
funding and (b) any significant relationship between MediCom and the Granter or between individual 
speakers, moderators and the Grantor. 

Signature Required for Grant Acceptance 
Joan Meyer 
President 
MediCom Worldwide, Inc. 

Budget Reporting and Reconciliation 
a. Funds should be in the form of an educational grant made payable to MediCom Worldwide, Inc. 
b. No other funds from Cephalon, Inc. will be paid to the program director, faculty, or others involved 

with the CE activity 
c. MediCom Worldwide, Inc. will furnish the granter with documentation detailing the receipt and 

expenditure of the commercial support within 90 days of activity completion 
d. In the event of program cancellation and or providers inability to complete the activity as 

designed, provider agrees to return all unused grant funds to Cephalon. Provider will furnish 
Cephalon with documentation detailing any and all receipts of expenditures related to expense 
incurred up to program cancellation 

Payment Structure 
50% due upon signing agreement: 
25% due upon completion of roundtable activities: 
Final 25% September 2009 
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MediCom Worldwide, Inc. 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337 .9991 
Fax 215.337.0960 

Section 15: Emerging Solutions in Pain Educational Initiative Policy Statements 

Activity Evaluation and Outcome Reporting 

MediCom Worldwide, Inc. requests that learners evaluate activities for potential presence of bias. In 
addition, MediCom utilizes proctors to evaluate live activities related to content validity and management 
of commercial support funds. The evaluation tool is also designed to pay specific attention to the following 
key elements: 

• Patient treatment recommendations reflective of evidence-based recommendations 
• Represent a standard of practice within the profession in the United States 
• Contribute to overall improvements in patient care 
• Knowledge growth 
• Improvement in competence 

The evaluation tool is designed to evaluate the studies and case presentations cited in the activity to 
ensure they are scientifically objective and conform to research principles generally accepted by the 
scientific community. 

MediCom will employ a comprehensive strategy designed to measure outcomes at a variety of levels 
including those described by ACCME and described by the modified Kirkpatrick model. 
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Exhibit B 
ACTIQ Risk Management Program 

Provider is aware that ACTIQ® (oral transmucosal fentanyl citrate) [C-11] was approved 
subject to a Risk Management Program (RMP). The RMP includes key safety messages 
that are essential to the safe use of this product. They are: 
• ACTIQ is indicated only for the management of breakthrough cancer pain in 
patients with malignancies who are already receiving and who are tolerant to 
opioid therapy for their underlying persistent cancer pain. 
• ACTIQ is contraindicated in the management of acute or postoperative pain, 
because life-threatening hypoventilation could occur at any dose in patients not 
taking chronic opiates. 
• This product must not be used in opioid nontolerant patients. 
• Patients considered opioid tolerant are those who are taking at least 60 mg 
Morphine/day, 50 mcg transdermal fentanyl/hour, or an equianalgesic dose of 
another opioid for a week or longer. 
• Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep all units 
from children and discard properly. 
• ACTIQ is intended to be used only in the care of cancer patients and only by 
oncologists and pain specialists who are knowledgeable of and skilled in the use 
of Schedule II opioids to treat cancer pain. 

FENTORA Risk Management Program 
Provider is aware that FENTORA TM (fentanyl buccal tablet) [C-11] was approved subject 
to a Risk Minimization Action Plan (RiskMAP). The RiskMAP includes key safety 
messages that are essential to the safe use of this product. They are: 
• FENTORA is indicated for the management of breakthrough pain in patients with 
cancer who are already receiving and who are tolerant to opioid therapy for their 
underlying persistent cancer pain. 
• FENTORA is contraindicated in the management of acute or postoperative pain, 
because life-threatening hypoventilation could occur at any dose in patients not 
taking chronic opiates. 
• This product must not be used in opioid nontolerant patients. 
• No misuse of FENTORA should occur. 
• Unintended (accidental) exposure to FENTORA should not occur. 
• Patients considered opioid tolerant are those who are taking at least 60 mg oral 
morphine/day, at least 25 mcg of transdermal fentanyl/hour, at least 30 mg of 
oxycodone daily, at least B mg of oral hydromorphone daily or an equianalgesic 
dose of another opioid for a week or longer. 
• Instruct patients/caregivers that FENTORA can be fatal to a child. Keep all units 
away from children and discard properly. 
• FENTORA is intended to be used only in the care of opioid tolerant cancer 
patients and only by healthcare professionals who are knowledgeable of and 
skilled in the use of Schedule II opioids to treat cancer pain. 
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41 MoJrcs Road 

PO Box 4011 

Frazer. PA l 9355 

Prone 610.344 0200 

INDEPENDENT EDUCATIONAL PROGRAM GRANT AGREEMENTFax 610344 00F5 

This Agreement is entered into as of this 18th day of October, 2011, by and 
between Cephalon ("Cephalon"), located at 41 Moores Road, Post Office Box 4011, 
Frazer, PA 19355, and MediCom Wordwide, Inc. ("Provider"), located at 101 
Washington Street, Morrisville, PA 19067. 

WHEREAS, Cephalon has reviewed Provider's grant request to support a medical 
education program ("Program"); and 

WHEREAS, Cephalon has determined that the Program has the potential to 
address educational gaps; and 

WHEREAS, it is the intent of the parties to ensure that the Program will be 
independent, objective, balanced, scientifically rigorous, and have reasonable 

expectations of meeting its educational objectives so that it will not be viewed by the 
United States Food and Drug Administration ("FDA") as promotional and that Cephalon 
will not be viewed as responsible for its content; and 

WHEREAS, Cephalon agrees to provide support for the Program under the 
conditions set forth below. 

NOW THEREFORE, Provider and Cephalon agree to the following terms under 
this Agreement: 

1. Title of Program. The Educational Program is entitled "Effective Strategies in 
Managing Breakthrough Pain (008626)," and a copy of the grant request for the 
Program is attached hereto as Exhibit A. 

2. The Program is: 

[gjcertified (CE credits are offered); or 1 

Da non-certified independent program (where CE credits will not be offered). 

3. Program Purpose. The Program is for scientific and educational purposes only, 
and is based on established bona fide and independently verifiable patient and/or 
practitioner needs or gaps in healthcare performance, and is not intended to 
promote a Cephalon product, directly or indirectly. The Program is not a repeat 
activity or endured version of a prior program. 

4. Grant Support Arrangements. 

Rev. 8108 

Cephalon will provide support for the Program by means of an 
educational grant in the total amount of $199,880.00. If the Program is 
canceled or terminated prior to completion by the Provider, Provider shall 
return the grant, or any unused portion thereof with full reconciliation, to 
Cephalon within thirty (30) days of such termination or cancellation. 
Provider shall have full responsibility for all funding arrangements of the 
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~Cephalon· 

Confidential 

Program, including any funding to be provided to its Educational Partner. 
Payment terms of the grant shall be made in accordance with a schedule 
provide be Cephalon. 

(a) Upon notice from Cephalon, Provider shall provide Cephalon, within 
ninety (90) days, a detailed reconciliation that compares the grant 
proposal to the actual program (e.,g., expenses, attendance levels, etc.) 
To the extent Cephalon has overpaid Provider, Provider shall provide a 
refund to Cephalon within sixty (60) days thereafter. Such detailed 
reconciliation information and documents shall be entered into 
Cephalon's web-based grants managements system at 
www.cephalongrants.com. 

(b) Provider may not use funds provided by Cephalon to pay travel, lodging, 
honoraria or personal expenses for non-faculty attendees. Grant funds 
may be used to reduce the overall registration fees for attendees. Grant 
funds may not be used to purchase capital equipment or to provide 
general operational support for an institution. Funds for hospitality shall 
not be provided, except that funds may be used for modest meals or 
receptions that are held as part of the Program, but such events shall not 
compete with, nor take precedence over, educational events. The 
appropriateness of any reception shall be at the sole discretion of the 
Provider, and Provider shall have final decision-making authority in 
connection with any such activities. 

(c) Funds may be used by the Provider to permit medical students, residents, 
fellows or other health care prof ssionals in training to travel to and 
attend the Program; provided, h wever, that this is outlined in the 
approved grant proposal and th t the selection of such students, 
residents or fellows who receive fu ds is made by either the academic or 
training institution, or, if by the Pr vider, such selection shall be made 
with the full concurrence of the academic or training institution. 

5. Objectivity and Balance. Provider shall retain full responsibility for control of the 
content of the Program and shall ensure that the following requirements are met: 

(a) The Program material/content will be objective, balanced and free from 
commercial bias. All topics shall be treated in an impartial, unbiased, 
evidence-based manner. The title of the Program will fairly and accurately 
represent the scope of the presentation. 

(b) Provider agrees that Cephalon shall not influence the content of the 
Program. Cephalon personnel will not attend content development 
meetings. 

(c) Cephalon shall not review the Program for medical accuracy or 
completeness and the Provider and/or Educational Partner (if any) agree 
that they will not make such a request of Cephalon. 
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Confidential 

(d) If a product marketed by Cephalon is the subject of discussion, the data 
will be objectively selected and presented, with an accurate reflection of 
favorable and unfavorable information about the product and shall also 
include a balanced discussion of prevailing information on alternative 
products and /or therapies. 

(e) Provider represents that neither it nor the Educational Partner (if any) has 
either an open complaint or decision from the Accreditation Council for 
Continuing Medical Education ("ACCME") or the FDA that a program 
provided by the Provider or the Educational Partner failed to meet 
standards of independence, balance, objectivity, or scientific rigor at the 
time of signing this agreement. If a provider is notified of any such 
complaint or decision during the lifetime of the supported program/activity, 
the Provider will inform Cephalon within 30 days of notification. 

6. RiskMAPs / REMS. Certain Cephalon products have an FDA approved Risk 
Management Action Plan (RiskMap) or Risk Evaluation and Mitigation Strategy 
(REMs). Furthermore, other products in the same theraputice class may also 
have RiskMAPS/ REMS. Provider acknowledges that it is aware of the key safety 
messages in these RiskMAPs/ REMS, shall keep up-to-date with such 
information, and will present such information as it deems appropriate in the 
Program. 

7. No Faculty Selection. Provider shall retain full responsibility for the selection of 
the presenters, authors, moderators, and/or other faculty (hereinafter referred to 
collectively as "Faculty"). Provider and/or Educational Partner (if any) shall not 
request recommendations for Faculty from Cephalon. 

8. Data. Provider will ensure meaningful disclosure of limitations of data (e.g., 
ongoing research, interim analyses, preliminary data, or unsupported opinion). 
Provider will require that Faculty disclose when a product is not approved in the 
United States for the use under discussion. 

9. Question and Answer Session. To the extent the Program is a presentation, 
Provider will ensure meaningful opportunities for questioning by the audience. 

1 0. Financial Relationships / Disclosure. Provider will ensure meaningful disclosure 
to the audience of support from Cephalon and all other supporters if applicable 
and any significant relationship between individual Faculty and Cephalon. All 
meaningful disclosure(s) shall also be made where appropriate including but not 
limited to, syllabi and enduring material. 

11. Representations and Warranties. Provider represents that: 

(a) Neither the Provider nor the Educational Partner, provides promotional or 
markting services to Cephalon; 

(b) If Provider or the Educational Partner has an affiliated company offering 
promotional or marketing services, Provider and/or Educational Partner 
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has instituted appropriate firewall controls and safeguards to ensure the 
Program remains independent, objective, balanced and scientifically 
rigorous. Firewall documents will be supplied by the Provider and/or 
Educational Partner and be approved by Cephalon. 

(c) Provider has determined that it is appropriate to use the Educational 
Partner in light of the requirements under this Agreement; and 

(d) If Provider and/or Educational Partner employ a former Cephalon 
employee who worked at Cephalon at anytime during the most recent 
year, the information will be disclosed and a collective decision by the 
parties shall be made as to how to handle such situation to ensure that 
the Program is independent. 

12. Invitations/Enduring Materials The Program audience will be selected by the 
Provider. The Provider shall be responsible for distributing materials about the 
Program, including invitations, reminder notices, and business reply cards that 
can be used by third parties to obtain any enduring Program material from the 
Provider. As soon as a date is finalized for a live event the Provider will notify 
Cephalon. For enduring material the Provider shall provide copies to Cephalon 
at the same time as first publication/distribution of such material. 

13. Ancillary Promotional Activities. To the extent the Program is a live presentation, 
no promotional activities or product advertisements will be permitted in the same 
room as, or in an obligate path to, the Program. If the Program is a 
teleconference or webcast, no product advertisements or promotional activities 
will be permitted immediately prior to, during, or immediately after the delivery of 
the Program. If the Program is in print format, no product advertisements or 
promotional materials will be interleaved within the pages of the Program. If the 
Program is made available electronically, no product advertisements or 
promotional materials will appear within the Program material or interleaved 
between computer windows or screens of the Program, all as stipulated in 
ACCME Guidelines. 

14. Compliance with Guidelines. Provider represents that the Program, regardless of 
whether it is certified or not, including development of the Program and Program 
materials, shall conform to the American Medical Association ("AMA") Guidelines 
on Gifts to Physicians, the AMA Ethical Opinion on Continuing Medical 
Education, the ACCME Standards for Commercial Support, the FDA December 
3, 1997 Final Guidance for Industry-Supported Scientific and Educational 
Activities, and the Pharmaceutical Research and Manufacturers Association 
("PhRMA") Code on Interactions with Healthcare Professionals. 

15. Logistical Status Reports. Provider and/or Educational Partner shall provide 
periodic reports to Cephalon regarding the management and logistics of Program 
components. 

16. Public Disclosure of Grant Payments. Provider and Partners acknowledge that 
Cephalon is required to publicly disclose certain terms of this grant agreement 
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including the identity of the recipient(s) of the grant, the nature of the activities 
performed by grant recipient(s), and the amount of the grant. 

17. Miscellaneous. 

(a) No party shall use the other party's or its affiliates' name or trademarks for 
publicity or advertising purposes, except with the prior written consent of 
the other party. 

(b) To use the Cephalon logo, the Provider and/or Education Partner must 
contact the Cephalon Grants Cordinator who will supply the logo and 
correct use instructions. 

(c) Provider agrees to obtain all consents, authorizations, approvals and 
releases that may be necessary for the production of the Program and of 
any written materials prepared in connection therewith. 

[This Section is intentially Left Blank] 
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(d) No term, condition or other provision of any attachment or addendum to 
this Agreement shall supersede any term, condition or other provision of 
this Agreement, and with respect to any inconsistency or ambiguity, the 
Agreement shall control. 

IN WITNESS WHEREOF, the parties, by their duly authorized representatives, 
agree to comply with all the terms and conditions of this Agreement. 

MEDICOM WORLDWIDE, INC. 

By~)1/U~ 
Na~fvti~ 
Title: 7~1DeAfl 
The above signatory is a duly authorized 
corporate officer of the IEP Provider. 

Date: 

Tax ID#: 
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September 2, 2011 

Cephalon 

Dear Educational Grant Review Committee: 

IO I Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0959 

MediCom Worldwide, Inc. is pleased to submit the accompanying grant request to the 
Educational Grant Review Committee at Cephalon for an educational program for practitioners 
who treat patients with breakthrough pain. As an accredited provider of continuing medical 
education, MediCom Worldwide, Inc. recently completed a comprehensive needs assessment to 
identify the educational needs of practitioners and knowledge gaps surrounding the treatment of 
breakthrough pain. 

MediCom Worldwide, Inc. is committed to delivering education that addresses gaps in health care 
professional education with the ultimate goal of improving patient care. We are therefore requesting 
funding for the development of an accredited online curriculum and live internet broadcast entitled 
Effective Strategies in Managing Breakthrough Pain to be hosted on EmergingSolutionsinPain.com. 

The educational activities include (please see attached proposal for full description and rollout of 
activities): 

1. Streaming Video Activities (3) 
2. Live Internet Broadcast (1) 
3. Practice Support Resources 

The total budget to fund this activity is approximately $199,880. Please refer lo the detailed 
budget section of this proposal for complete grant funding details. 

These scientific events will comply with all ACCME, FDA, AMA, and ACPE regulations for 
industry supported professional continuing education. MediCom Worldwide is accredited by the 
Accreditation Council for Continuing Medical Education to sponsor continuing medical education 
for physicians, approved by the Accreditation Council for Pharmacy Education to provide 
pharmacy continuing education, and approved by the California State Board of Registered 
Nursing to provide nursing continuing education. Educational support will be acknowledged on 
the educational program in compliance with Accreditation Council for Continuing Medical 
Education {ACCME) Guidelines. 

Thank you, in advance, for your consideration of this request. 

Respectfully, 
r- t'' . / 
~~~ rrJ..,r 
!I u 
Joan Meyer, RN, MA 
Executive Director, Continuing Education 
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PROPOSAL SUMMARY 
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A comprehensive analysis of the educational needs of the physicians, pharmacists and nurses who treat 
patients with chronic pain has indicated a number of significant gaps and barriers among these clinicians 
related to the assessment, management and treatment approaches to patients who experience 
breakthrough pain (BTP). In order to cost-effectively and efficiently educate these health care professionals, 
MediCom Worldwide, Inc. is proposing to develop an accredited on line curriculum utilizing a sequential 
series of focused Internet broadcasts entitled Effective Strategies in Managing Breakthrough Pain. This live 
Internet broadcast and its supporting resources will be posted on the Emerging Solutions in Pain website, to 
ensure that the >28,000 clinician members of this website are able to access, and benefit from, this 
educational curriculum. 

Each activity in the series will feature a moderated presentation of data, as well as a case-based discussion 
between two clinical experts. Each activity will summarize key points as clinical pearls that support 
application of the knowledge presented in the clinical setting. Through a series of live question and answer 
sessions, clinicians will have the opportunity to interact directly with the faculty who presented the videos. 
In addition, an e-newsletter with frequently asked questions, as well as practice support resources based on 
the activities will reinforce learning and encourage further utilization of the education and information in 
clinical practice. 

The following outline will be utilized to detail the full educational design and scope of this accredited series. 

1. Educational Design 
a. Streaming Video Activities (3) 
b. Live Internet Broadcast (1) 
c. Enduring Self-Study Curriculum 

2. Activity Overview 
a. Overview and Learning Objectives 
b. Faculty 
c. Accreditation Information 

3. Practice Support Resources 
a. e-Newsletter 
b. Frequently Asked Questions (FAQs) Compendium 
c. Practice Support Resources 

4. Awareness and Recruitment 
a. Target Audience 
b. Blast e-Mail Campaigns to the Target Audience 

5. Outcomes 
a. Utilization Goals 
b. Pre- and Post-Test Data 
c. Evidence of Educational Efficacy 

6. Appendix: Curriculum Delivery Method 
7. Appendix: Example Outcomes Data 
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EDUCATIONAL DESIGN 
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The Effective Strategies in Managing Breakthrough Pain series has been designed to increase the knowledge 

and understanding of clinicians who treat patients with breakthrough pain (BTP). Through an interactive 
approach that utilizes streaming video-based modules, live interaction with clinical experts and tailored 
practice support resources, clinicians will be able to create an individualized curriculum based on their own 

unique needs and the needs of their practices. Please refer to Figure 1 for the educational design of the live 
portion of the series. 

BTP Assessment: 
12 - 15 min video 

+ 

Case Discussion 
(Pt 1): 

8-12 mi~vid::::_.} 

Panel Discussion 
Effective StrJtcgics 1n Managing 

BTP: 10- 12 min video 

Activ?;r' .!: 
Evo S::eon;;:)9 1/:c,'ec t~ .. :och,:e.; 

BTP Treatment: 
12-15 min video , 

+ 
Case Discussion 

(Pt 1, continued): 
8 - 12 min video 

Panel Discussion j 
BTP Case Presentation: - + 

10-12 min video 

Ax::i •,.:,'::,' 3: 
T-:vo ~:, eo:"l::nf,o i/:creo :'.t1od~,:e; ... ~ 

Risk Assessment & 
BTP: 

12 - 15 min video 

+ 

Case Discussion 
(Pt 1, continued): 
8-12 min video 

Question;frorn Lh/e O~~As AsserntJied into e-Nevtsletrer ond Emodeci to Portlc(oom:s ::vith Add.'tionol Resource; 

FAQ e-Newsletter + Practice Support Resources 

Figure 1, Educational Design of the Effective Strategies in Managing Breakthrough Pain Series 

Streaming Video Activities (3) 
In the Effective Strategies in Managing Breakthrough Pain series, three activities will be accredited as stand
alone streaming videos, each addressing a topic relevant to a specific area of need in breakthrough pain. As 
indicated in Figure 1, above, these topics are: 
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• Activity 1: Effective Assessment of Breakthrough Pain 
• Activity 2: Individualized Approaches to the Treatment of Breakthrough Pain 

• Activity 3: Elements of Safe Use and REMS in Breakthrough Pain 

101 Washington Street 
Morrisville, Pennsylvania 19067 
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Each of the three streaming video activities will feature one clinical expert moderator and one clinical expert 
faculty member who will present data. Key points will be reinforced with animated graphics, charts and 
text; interactive discussion between the two faculty will reinforce key clinical points and increase audience 
engagement. Clinicians may view all activities, or only those that are relevant to their unique practice and 
educational needs. The streaming video activities may be viewed in any order, as well, to facilitate meeting 
individual needs, reinforced through preferred learning preferences. 

In Activities 1, 2 and 3, information presentation will occur in two modules; both modules must be 
viewed to earn credit. 

• In the first module of each activity, approximately 12 - 15 minutes in length, the two clinical 
experts will present and discuss data supporting the key learning objectives. 

• In the second module of each activity, approximately 8 - 12 minutes in length, the clinical 
experts will discuss a case that exemplifies the key decision-making points discussed in the 
first module. 

• To further reinforce key clinical points, the second module will include video footage of a 
patient with breakthrough pain, portrayed by an actor/actress. The same "patient" will be 
utilized in each activity in the Effective Strategies in Managing Breakthrough Pain series, with 
the case progressing in ways that are reflective of the key learning points of each activity. 
Continuation of the same patient throughout the activities will also demonstrate how the 
information presented can be applied in complex case progressions that may occur in actual 
clinical practice. 

• The second module in each activity will summarize the key points and direct learners to the 
related practice support resources (see below) for further information and related resources. 

Note that all three activities will be made available on the same date, to allow learners to combine 
activity viewing in a way that best meets their individual needs. All participants will be encouraged to 
participate in all three activities. Learners may also view the modules of any individual activity in 
separate user sessions, to facilitate participation by even those clinicians with severe time limitations; 
note that, to earn CE credit, both modules must be viewed. In addition, the 24/7 availability of the 
on line activity will facilitate participation for those clinicians whose time is limited. Finally, to address 
diverse learner format preferences, all modules will be available as 

• Streaming audio on ESP Radio for listening directly from either the mobile or desktop website 

• Downloadable podcasts 
• Text-based, printable PDFs 

Confidential TEVA_MDL_A_01176428 

P-29481 _ 00770



07300P.12

Confidential 

Live Internet Broadcast (1) 
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The fourth activity in the Effective Strategies in Managing Breakthrough Pain series will be presented as 
a live Internet broadcast, in which learners will be able to submit questions to the faculty member(s) 
who presented each video, and listen to the answers live. The design of this activity will include the 
following: 

• Activity 4 will focus on Effective Strategies for Managing Breakthrough Pain; information 
presented in this activity will build upon the key learning points of the first three activities, to 
address the assessment, treatment and management of patients with breakthrough pain as part 
of a comprehensive and effective approach that supports improved quality of life and function 
in this patient population. 

• Activity 4 will be similar in design and presentation as Activities 1, 2 and 3 (please refer to bullets 
in the section, above); the information presentation and case discussion will be presented as a 
streaming video in two modules, as well as case-based video footage. 

• The presentation will occur by panel discussion, in which the clinical expert moderator from the 
first three activities will moderate a discussion between the three clinical expert faculty from 
Activities 1, 2 and 3. 

• One six dates, on varying days of the week and at varying times, Activity 4 will be presented as a 
live Internet broadcast. During the broadcast, the two streaming video modules will be played 
sequentially, to form one video approximately 30 minutes in length; as the video is being 
broadcast, learners may submit questions to the faculty, which will be assembled into a queue. 
Immediately following the conclusion of the video portion of the broadcast, one of the three 
clinical expert faculty from the panel will be available for a live question and answer session, and 
will answer the questions submitted from the live audience. 

• At the conclusion of the live Q&A sessions, all questions will be assembled into an e-newsletter 
that will be emailed to all participants as a follow-up and learning reinforcement. Thee
newsletter will also include practice support resources developed as part of the Effective 
Strategies in Managing Breakthrough Pain series; please see below. 

Enduring Self-Study Curriculum 
Following the completion of the sixth date in the live Internet broadcast series, all four activities will be 
available as self-study streaming video activities; please refer to Figure 2, below. 
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BTP Assessment: 
12- 15 min video 

+ 

Case Discussion 
(Pt 1): 

+ 

BTP CJse 
Presentation: 

10- 12 min 

BTP Treatment: 
12-15 min video 

+ 

Case Discussion 
(Pt 1, continued): 
8 - 12 min video 

BTPFAQ 

Compendium 
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Risk Assessment & 
BTP: 

12 15 min video 

+ 

Case Discussion 
(Pt 1, continued): 
8-12 min video 

Pr.ictice Support 
Resource 
Collection 

Figure 2, Educational Design of the Effective Strategies in Managing Breakthrough Pain Self-Study Curriculum 

Each activity will be able to viewed independently, and clinicians may view each activity in any order. 
Again, the use of two brief modules for each activity will facilitate participation by those clinicians with 
limited time; this format also reflects learning preferences of physician members of the Emerging 
Solutions in Pain website (please refer to Appendix A for data). All questions submitted through the live 
question and answer sessions will be assembled into the Breakthrough Pain FAQ Compendium, and all 
Practice Support Resources will be assembled into one collection. Links will be made throughout the 
Effective Strategies in Managing Breakthrough Pain self-study curriculum, encouraging learners to 
participate in all activities and to review all resources, to ensure a complete learning experience. 

Finally, similar to Activities 1 - 3, the self-study version of Activity 4 will also be available in diverse 
learning formats, to accommodate individual preferences. Both modules in Activity 4 will therefore be 
available as 

• Streaming audio on ESP Radio for listening directly from either the mobile or desktop website 
• Downloadable podcasts 
• Text-based, printable PDFs 
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ACTIVITY Overview and Learning Objectives 

The agenda of Effective Strategies in Managing Breakthrough Pain series has been planned to create a 
curriculum that encourages and supports the integration of the key concepts in the assessment, 
management and treatment of BTP into clinical practice. Learning objectives have been developed that 
align with the gaps and barriers identified in the needs assessment, above. 

Upon completion of each of the four activities in the series, practitioners should be able to satisfy each 
of the specific learning objectives associated with that activity. The learning objectives for Effective 
Strategies in Managing Breakthrough Pain, are summarized below. 

Table 1: Effective Strategies in Managing Breakthrough Pain Series: Topics, Gaps and Learning Objectives 

eo Topic ! Learning Objective ·· l Learning Objective 

No. 

1 

2 

Breakthrough 
Pain Assessment 

Breakthrough 
Pain Treatment 

Strategies to 

Strategies in 
Assessing and 
Managing BTP 

Define and differentiate 
breakthrough pain 

Formulate effective assessment 
techinques to assist in the 

- ------- -· . • , ... diaJ~_i,osis of breakthrough pain 
Translate neurophysiologic 
mechansims of BTP and how to 
correlate with pharmacokinetic 
profile of appropriate therapeutic 
options fo rmaximized safety and 

Define key principles of 
prescribing opioid analgesics for 
persistent and breakthrough pain 
including protocols for proper 
patient selection in determing 

··-·- ·---- --··-- - .. ~ ___ treatment options 
Integrate knowledge regarding risk Outline appropriate patient 
stratification into treatment education including elements of 
strategies of patients prescribed safe use 

opioid ·--~--~- --------------------- --L·---· 
Interpret recommendations for best- : Identify and incorporate 
practice clinical application into current I opportunities within clinical practice 
practice behaviors I setting to incorporate assessment, 

I management and ongoing evaluation 
i of breakthrough pain in chronic pain 

j patients. 
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The on line format of the educational series and the practice support resources will resu It in live and self
study activities that are both interactive and engaging. Based on this format, and the unique 
programming that will be utilized to develop the on line video-based series, even faculty with limited 
time availability will be able to make significant contributions in the planning, development and 
execution of these activities and resources. Thus, as can be seen in Table 2, potential faculty include 
leading clinical experts and thought leaders in pain management and breakthrough pain. 

Jeffrey Gudin, MD 
Director 
Pain Management Center 
Englewood Hospital and Medical Center 
Englewood, New Jersey 

Michael Brennan, MD 
The Pain Center of Fairfield 
Fairfield, CT 

Sharon Weinstein, MD 
Director, Pain Medicine and Palliative Care 
Huntsman Cancer Institute 
Professor, Department of Anesthesiology 
Adjunct Associate Professor, Departments of 
Neurology and Internal Medicine (Oncology) 

Russell Portenoy, MD 
Chairman, Department of Pain Medicine and Palliative 

Care 
Beth Israel Medical Center 

New York, N.Y. 

Steven Passik, PhD 
Professor of Psychiatry and Anesthesiology 
Vanderbilt University Medical Center 
Psychosomatic Medicine 

TN 
- - -········ ·····• 

Paul Arnstein, RN, PhD 
Clinical Nurse Specialist for Pain Relief 
Massachusetts General Hospital 
Associate Professor 
MGH Institute for Health Professions 
Boston, Mass a ch usetts 
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The activity will be planned and implemented in accordance with the Essential Areas and Policies of the 
Accreditation Council for Continuing Medical Education (ACCME). MediCom Worldwide, Inc, is 
accredited by the ACCME to sponsor continuing medical education programs for physicians. MediCom 
Worldwide, Inc. will designate Activity 1, 2 and 3 for a maximum of 0.5 hours per Activity in category 1 
credit towards the AMA Physician's Recognition Award. MediCom will designate Activity 4 for a 
maximum of 1.0 hour in category 1 credit towards the AMA Physician's Recognition Award. 

Educational activities that are designated for continuing medical education have guidelines and 
requirements which to adhere. These programs will adhere to the ACCME Standards of Commercial 
Support, as well as all other applicable guidelines including FDA, OIG, and PhRMA CME credit for 
physicians by the Accreditation Council. 

CPE Credit 
MediCom Worldwide, Inc. is accredited by the Accreditation Council for Pharmacy Education (ACPE) as a 
provider of continuing education. MediCom Worldwide, Inc. CE programs are developed in accordance 
with the "Criteria for Quality and Interpretive Guidelines" of the ACPE. For Activities 1, 2 and 3: each 
program is acceptable for 0.5 contact hours of continuing education credit. For Activity 4: this program 
is acceptable for 1.0 contact hour of continuing education credit. 

CNE Credit 
MediCom Worldwide, Inc. is approved by the California Board of Registered Nursing, MediCom 
Worldwide, Inc. designates Activity 4 for 1.0 contact hour. 
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To further reinforce learning and encourage application of the key points in the clinical practice setting, 
each of the questions submitted through the six live question and answer sessions, and faculty answers 
to those questions, will be collected and assembled into a Breakthrough Pain (BTP) FAQ Compendium. 
Following the final question and answer session, these FAQs and answers will be assembled into an e
Newsletter and emailed to all clinicians who participated in any activity within the series. Thee
Newsletter will also include links to the Practice Support Resources, below, and links to further related 
resources on the Emerging Solutions in Pain website. 

The BTP FAQ Compendium will also be posted on the Emerging Solutions in Pain website, with 
prominent announcement of availability in the "What's New" section of the ESP home page, as well as 
banner ads that will take users directly to these key resources. 

Practice Support Resource 

To support and reinforce practical utilization of the information presented in Effective Strategies in 
Managing Breakthrough Pain, one practice resource per Activity will be developed that is appropriate 
for supporting improved patient care in patients with breakthrough pain. While the list offinal 
resources will be determined by the clinical expert faculty, examples that may be developed include: 

• Patient checklists for communication optimization 

• Patient diaries for recording side effects 
• Assessment tools 

• Point-of-care communication guides 

Each practice support resource will be presented as a downloadable PDF, to facilitate ongoing use in the 
patient setting. Brief background and/or instructions will be included, as appropriate. All four practice 
support resources will be included in thee-Newsletter sent out to all series participants following 
completion of the final question and answer session, and will be posted as the series Practice Support 
Resource Collection on the Emerging Solutions in Pain website. 
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The target audience for the Effective Strategies in Managing Breakthrough Pain is comprised of physicians, 
nurses, pharmacists and other allied health care professionals who provide care to patients with breakthrough 
pain. In order to effectively reach these health care professionals, MediCom has conducted an analysis of 
this target audience, to effectively ensure focused development of tactics that will meet these clinicians' 
educational needs. Based on this analysis, MediCom has identified that the potential target audience 
includes approximately 14,000 physicians who provide care to patients experiencing breakthrough pain, in 
addition to the nurses, pharmacists and allied health care professionals who are members of the 
multidisciplinary team treating this patient cohort. 

Blast e-Mail Campaigns to the Target Audience 
The current clinician membership of the Emerging Solutions in Pain website is comprised of more than 28,000 
health care professionals who have registered as members, and provided contact specialty/degree 
information. Almost 9,000 of these members are physicians (MDs, DOs), with smaller numbers including 
nurse practitioners (NPs) and physician assistants (PAs); thus, a majority of the target audience of 14,000 will 
already be included in the Emerging Solutions in Pain membership. 

To ensure the greatest possible reach of the Effective Strategies in Managing Breakthrough Pain series to 
the target audience, MediCom will supplement the ESP membership list with a targeted series of e-blasts to 
purchased lists of physicians. Awareness campaigns for the Effective Strategies in Managing Breakthrough 
Pain series will therefore include: 

• Activity announcement e-blasts to a purchased list of community oncologists and pain medicine 
specialists. This list, which includes 73,000 physicians, will be purchased four times, such that 
potential learners will receive four invitations to participate in this activity at periodic times during its 
availability; a link to the activity will be embedded in the e-blast to facilitate access to the program and 
its ancillary practice support resources. A total of 292,000 e-blasts will be sent through this part of the 
awareness campaign. 

• Activity announcement e-blasts to members of the Emerging Solutions in Pain community. The 
23,000 members who subscribe to this service will receive four e-blast invitations to participate in this 
activity; similar to thee-blasts to the purchased lists, above, links will facilitate member access to the 
activity and its support resources. A total of 92.000 e-blasts will be sent through this part of the 
awareness campaign. 

• Activity announcement fax-blasts to a purchased list of pharmacists. This list, which includes 
47,000 pharmacists, will be purchased four times, such that potential learners will receive four 
invitations to participate in this activity at periodic times during the availability of the live Internet 
broadcast. A total of 188,000 fax-blasts will be sent through this part of the awareness campaign. 

• Banner advertisement on the Emerging Solutions in Pain website, announcing availability of the 
activity to guests (non-members) and to members who do not subscribe to the ESP e-blast series; 
clicking on the banner will take the user directly to the activity 

• Inclusion in The Beacon, ESP's monthly e-newsletter; four inclusions total. 
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A summary of the Effective Strategies in Managing Breakthrough Pain awareness campaign is provided in 
Table 3, below. 

Table 3. The Effective Strategies in Managing Breakthrough Pain Awareness Campaign 

f Audience Gener-.;ti~-n---J-Freque~cy ··· 
i Initiative 

I 

'~·- ---=· ·"··- ··d . ..-... --.;,....,.._~,- -..... ~--V;-"1~-,,._.,.,,,..._ = ---~--~- l 

E-blast series to purchased I Four e-blasts; two at activity i 73,000 oncology physicians per i 
community oncology .

1

, launch to announce i blast; 292,000 total 
physician list , availability of the live Internet : 

1 broadcast dates, and two at 4 
: and 8 weeks after launch of 
: the self-study activity series; 4 
: e-blasts total 

. . - - ·· ·· •·---- - - ··--j--- --· 

E-blast series to ' Same frequency as above 
, subscribing members of the i 

1 Emerging Solutions in Pain · 
'. _ _£Om'!'~-~!}' I Fax-blast series to 
i purchased pharmacist list 
I 
! 

I Four fax-blasts ; three at 
i activity launch to announce 
! availability of the live Internet 
i broadcast dates, and one 4 
i weeks after launch of the self
! study activity series; 4 fax-

i Estimated .average of 23 ,000 
i members per blast: 92 ,000 
I emails total 

r:47,O00 pharmacists per blast; 
1 188,000 total 
I 
I 

I 

! blasts total - --- --------....-- L.- -------•--------
Banner advertisement on 

, the Emerging Solutions in 
Pain website 

' Rotating banner on home 
i page; banner availability: 12 
i months 

- lnclu.sio·n in The Beacon , l E-newsletter sent every 
1 ESP's monthly e-newsletter I month to 23,000 member 

,, subscribers; announcement in 
4 e-blasts total 

, 23,000 members per e-
l newsletter: 92 ,000 emails total 

·----.. ,- ... ·---·····-··-·-- ···-·· 

In addition , to ensure the greatest possib le reach using the most cost-effective techniques, Effective 
Strategies in Managing Breakthrough Pain will be announced via the following methods: 

• Twitter, with supportive information on Facebook and Linkedln 
• Identified partnership links 
• Collaboration with associations 
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OUTCOMES 

Utilization Goals 
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The utilization goals for Effective Strategies in Managing Breakthrough Pain are provided in Table 4, below. 

Table 4: Utilization Goals and Reach of the Effective Strategies in Managing Breakthrough Pain 

Curriculum Component 

The Effective Strategies in Managing 
Breakthrough Pain Accredited Internet 

' Broadcast (4 streaming video activities) 

: The Effective Strategies in Managing 
; Breakthrough Pain Support Resources (e-
1 Newsletter, FAQ Compendium, Resource 

Collection) 

Outcome Measurement 

Anticipated 
• Series Attendance , ,~--· ... ~ - · · ' " ---~-- ; 
1 

Anticipated attendees3,000 total health ! 
i care professionals · 
. • 1000 MD/DO 

• 1000 NPs/Nurses 

• 600 Pharmacists 

--;----• - 4.c...c0:....::0'-Others ; 
• Anticipated views and downloads: 3,000 -, 
' health care professionals 
. • 1,000 MD/DO 

• 500 NPs/Nurses 
• 750 Pharmacists 
• 750 Others - --- _____ j 

Conducting educational outcomes studies to seek out data on effectiveness, knowledge gain, behavior 

change, and learner satisfaction is vital to provide feedback for continuous quality improvement. 

MediCom Worldwide, Inc. is committed to measuring and assessing the educational outcomes of the 

proposed activities to ensure that they bring practical effectiveness to the learners who choose to 

participate in them. We believe that a consistent focus on measuring and enhancing the quality of 

education will ultimately improve the quality of care for patients. 

MediCom will employ a comprehensive strategy designed to measure outcomes at a variety of levels 

including those required by ACCME and described by the 2009 Moore Scale. The following table describes 

the strategy and tactics used for analyzing the impact of the education and the outcomes achieved: 
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Evaluation Form 

Utilize a comprehensive 

evaluation form to 

determine outcomes in 

several areas including: 

■ Satisfaction with the 
program 
Knowledge growth 

■ Competence 
improvement 

■ Needs 
determination for 
future education 

Evaluation form 

completion will be 

mandatory for all 

participants in the 

activity. CE certificate 

issuance will be driven by 

the receipt of a 

completed evaluation 

form. 

To measure satisfaction of the participant with the activity, the 

participant will be asked to complete the following: 

■ Rate each speaker-1 through 5 scale 
Rate achievement of learning objectives - 1 through 5 scale 
List any general comments about the program 

To evaluate the improvements in knowledge and competency the 

attendees will be asked to rate their agreement with the following 

statements using a 5-point Likert scale: 

■ The program provided new information 
■ The information is applicable to their clinical practice 
■ The information learned will help improve their patients' 

outcomes 

To determine if the activity created an intent to change behavior, each 

participant will be asked to complete the following: 

List 3 things that they will do upon returning to their practice 

To help determine the need for additional education on the topic or a 

modification in future educational formats, the participant will be 

asked to complete the following: 

■ The educational approach was conducive to learning- list 
agreement using a 5-point Likert scale 

■ List the barriers to implementing the practice paradigms 

discussed 
■ List additional information or materials that would enhance the 

activity 

101 Washington Street 
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Satisfaction One 

Participation Two 

Knowledge Three 

Competence Four 
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Pre and Post Testing 

To determine if the 

participants in an activity 

had a change in 

competency, knowledge, 

and confidence, a pre

and post-test method. 

Each participant will be 

asked a series of 

questions immediately 

prior to the activity and 

immediately after the 

activity. Questions will be 

similar for the pre- and 

post-test. 

Goal of the questions will 

be to provide a 

measurement of changes 

in competency, 

knowledge, and 

confidence based on the 

learnings derived from 

the educational activity. 

Test each participant pre- and post-activity 

Pre-activity questions will measure and establish a baseline in 

competency, confidence, and knowledge for each of the learning 

objectives by asking the participants the following three (3) questions: 

1. How important do you think (insert key element based on 
learning objectives) is in diagnosing/management/treating your 
patients with breakthrough pain 

2. How confident are you in implementing (insert key element from 
first question) with your patients with breakthrough pain? 

3. How often do you implement (insert key element from first 
question) with your patients with breakthrough pain? 

Post-activity questions will measure changes from baseline in 

competency, confidence, and knowledge for each of the learning 

objectives by asking the participants the following two (2) questions: 

1. Now that you have participated in the educational activity, how 
important do you think (insert key element based on learning 
objectives) is in diagnosing/management/treating your patients 
with breakthrough pain? 

2. Now that you have participated in the educational activity, how 
confident are you in implementing (insert key element from first 
question) with your patients with breakthrough pain? 
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Knowledge Three 

Competence Four 
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Evidence of Educational Efficacy: Demonstrated Ability to Impact Performance Using Case-based 
Learning 
MediCom has developed interactive, on line curriculum-based educational activities for health care 
professionals across a diverse array of therapeutic areas and disease states for more than 10 years. This 
experience has translated into the proven ability to develop relevant, clinically-focused online programs, 
and to recruit effectively for these act ivities from among those clinicians with a demonstrated need for 
the information. Table 5, below, provides metrics for activity views and completions for two 
representative accredited act ivities from 2010 involving on line case-based learning in a video format. 
Both activities were made available in streaming video format, with audio and text versions also 
available; both were accredited for CME, CNE and CPE credit. 

Table 5: Efficacy of MediCom's Online Activities 

j Activity Number ; Viewers 

One 

Two 

Complete rs 

1,011 

817 

In 2010, MediCom conducted a focused outcomes analysis concerning the efficacy of translating 
knowledge gained in an online environment to practice-based patient care using the two online video
based activities in Table 5. This outcomes study utilized case vignettes given to participants in the online 
activities, as well as to non-participants. The results of this comparative study were significant: at least 
137,643 patients seen by the 4,171 health care providers who participated in these and related online 
accredited activities were 30% more likely to receive evidence-based care than those seen by 
healthcare providers who did not participate in the activity. 

The results of this outcomes study were summarized in a poster presented at the 2010 PAINWeek 
conference; please refer to the Appendix for a full description of the study. 
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Grant Funding Request and Payment Structure 

Total grant request amount is: $199,880 

Budget Reporting and Reconciliation 

Appropriate Use of Commercial Support 
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a. Funds should be in the form of an educational grant made payable to: 
MediCom Worldwide, Inc. 
101 Washington Street 

Morrisville, PA 19067 

Tax ID# 23-3063738 

b. No other funds from Cephalon will be paid to the program director, faculty, or others 
involved with the CE activity (additional honoraria, extra social events, etc). 

c. MediCom Worldwide, Inc. will furnish the commercial interest with documentation detailing 
the receipt and expenditure of the commercial support within 90 days of activity completion. 

Payment Structure 

95% due upon signing of agreement 

5% due at posting of enduring material 

$189,886 

$ 9,994 
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APPENDIX: CURRICULUM DELIVERY METHOD 

Website Description 
Emerging Solutions in Pain: Overview and Demographics 
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Emerging Solutions in Pain (ESP) was launched in 2005 as a broad-based initiative employing an 

integrated communication approach to education and information dissemination. ESP's goal is to assist 
clinicians in managing the challenges of providing appropriate treatment to patients with chronic pain, 
while also minimizing the potential risk for opioid misuse, abuse, and diversion. 

Since launch, ESP website has documented success in achieving its goals and mission: 

• ESP membership has grown phenomenally since launch. The current membership is more than 
28,000 health care professionals 

- Membership represents those clinicians who are willing to provide key identification data 
in order to obtain access to education, tools, and training 

• ESP membership demographics includes all members of the multidisciplinary team, with 
physicians and nurses being the most represented. The ESP membership reflects a diverse 
spectrum of clinical specialties, including the following physician specialties 

- Pain management specialists 
- Anesthesiologists 
- Primary care physicians 
- Physical medicine and rehabilitation specialists 

• In 2010, ESP had: 
- More than 284,350 unique user sessions 
- More than 770 unique user sessions daily 
- An average user session length of more than 8 minutes, 26 seconds 

• ESP has been awarded both HONCode and Web Medica Acreditada (WMA) certification, the 
only two worldwide organizations certifying web sites adhering to the strictest guidelines and 
ethical standards of presenting credible and reliable information for health care professionals 

• ESP has been recognized for both content and innovative design with numerous international 
awards 

• ESP content has been rated highly in terms of usefulness (4.1), quality (4.1), change in clinical 
practices (3.8) and commitment to change (4.0)~ 

• ESP educational activities have led to the following key changes in clinical practice: patient 
assessment (22.6%), patient monitoring (19.1%), documentation (12.2%), risk strategy (13.9%), 
pharmacological management (13.9%), and other (18.3%)11 

iThe numbers in brackets represents the average overall rating by ESP members to October 2010 where 
5 = highest and 1 = lowest 
110ther - includes teaching, further research, and sharing with colleagues. 
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Data Analysis: Patterns of Utilization and Metrics by Members of the Emerging Solutions in Pain 
Website 
The ESP website is built upon a structured Learning Management System (LMS) that facilitates accurate, 
rigorous and secure record-keeping and data maintenance of the accredited activities on the site. In 
addition, this infrastructure tracks views, downloads and access for every activity and resource on the 
ESP website, thereby allowing a comprehensive analysis of utilization of all of the education and 
resources available through this site. 

In 2011, MediCom completed a comprehensive analysis of ESP utilization data for the 18-month period 
beginning January 1, 2010, and ending June 30, 2011. This analysis has provided significant insights 
into utilization patterns for clinician members of the ESP site, which have been specifically applied during 
the development of the educational design of the Effective Strategies in Managing Breakthrough Pain 
series. 

Accredited Activities ■ Tools Non-tlccredited Activities 11111 Resources 

/,,.,f 

50% 47% 

45% 

40% 

35% 

30% 

25% 

20% 

15% 

10% 

5% 

0% 

Prescribers Pht.1rmt1cists Nurses 
Figure 3, Differential Content Access on the Emerging Solutions in Pain Website by Clinical Specialty 

As can be seen from the data in Figure 3, access of content on the ESP website differs by clinical 

specialty, with prescriber members accessing content that may either be applied directly to their 

practices ("Tools") or is educational in nature, but not of sufficient length to be accredited ("Non

accredited Activities"). However, other clinical specialties exhibit different clinical patterns; nurses, 

for example, primarily access accredited activities. Thus, the Effective Strategies in Managing 

Breakthrouab Pain series has been designed to reflect as many of the educational needs and 
preferences of the target audience as possible. Specifically, the educational design of the streaming 

video activities includes the division of the educational content into two brief modules, to reflect the 

learning preferences of prescribers, while retaining accreditation and resources to reflect the needs 

of the multidisciplinary target audience. 

TEVA_MDL_A_01176443 

P-29481 _ 00785



07300P.27

Confidential 

E, 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 215.337.0959 

www.Medica lEd.com 

Finally, each module in the streaming video activities will range in length from 8 to 12 minutes per 
module. This reflects data specific to the preferred formats of physician members of ESP; please refer to 
Figure 4, below. 

'15% 

/40% 

35% 

30% 

2:i% 

20% 

15% 

10% 

5% 

0% 

Number /\vailable ■ Pugeviews 
Im Number /\vuiluble ■ Pi.lgeviews 

0% 
Video (>Vi Vi9-co le 12 Video to 5 2 Text 

. y1aeo (>b . Video (8 - 12 Video (0.5 - 2 Text 
m,ns rrnnsJ rrnn{) 

mins) mins) mins) 

Figure 4, Distribution of Format on ESP: Utilization by Physician Members 

Audio d' Au 10 

Number of non-accredited educational activity items available: n = 321; number of pageviews, registered members 
only: 2,674 

As can be seen from the data in Figure 4, physician members of the ESP website preferentially access 

videos that are 8 to 12 minutes in length, as compared to other video formats; this is demonstrated by 

the increased number of views, in relation to the number of these activities of this length available on 

the ESP website, and compared to other videos that are either longer or shorter. 

Finally, this data also exemplifies the diversity of format preferences of physician members; to reflect 

this diversity, MediCom will create both text and audio formats of all activities in the Effective Strategies 
in Managing Breakthrough Pain series, to ensure that all members will be able to participate in these 

activities in their preferred learning format. 
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An Assessment of Internet-based (Emerging Solutions in Pain} CME Activities for Pain Physicians 

Bronwyn Boyes, PharmD*, Joan Meyer, RN, MHA*, Benjamin Whitfield\ Gregory Salinast 
*MediCom Worldwide, Inc., 101 Washington Street, Morrisville, PA 
tCE Outcomes, LLC, Birmingham, AL 

Background 
Physicians are increasingly utilizing the Internet, and in particular, trusted independent websites, as an 
essential component of obtaining professional information, as a source ofcontinuing medical education 
{CME), and as a communication lifeline at the point of care. Emerging Solutions in Pain (ESP) was 
launched in 2005 with a leading cadre of experts in pain management and addiction medicine. ESP is a 
robust and multi award-winning ongoing educational initiative which provides an array of information, 
resources, tools, and case studies to the management of chronic pain. It aims to inform clinicians of 
methods of communication, ways in which risk of abuse may be measured, and how highlight and 
educate clinicians on the complexities surrounding to integrate these strategies into an individualized 
treatment plan. Membership is free to all health care professionals. 

Aim 
The purpose of this study was to determine the effectiveness of two Internet-based CME activities, 
Assessment Strategies and Practical Approaches to Successful Monitoring of Chronic Pain, and 
Minimizing Risk and Improving Outcomes in Chronic Pain, included on the educational initiative, 
Emerging Solutions in Pain (ESP). Both programs focused on the safe and effective treatment of chronic 
pain while minimizing the risks of misuse. 

Methods 
A post-activity assessment study was conducted 3-5 months after completion to determine the 
effectiveness of two CME activities on the practice patterns and knowledge of physicians who manage 
chronic pain patients. Effectiveness was measured using a case-based survey designed to assess 
whether the diagnostic and therapeutic choices of program participants were consistent with evidence
based content of the CME activities. 

The survey was also administered to a demographically similar control group of physicians who did not 
participate in the educational program in order to assess differences in practice choices. The participant 
group was selected from a list of physicians completing the course and also agreeing to participate in 
future self-study activities. The control group was selected at random from the AMA Master File. The 
participant and control groups were matched on the following characteristics: physician specialty, 
degree, years in practice, whether or not direct patient care was their primary responsibility, and the 
number of patients seen per week with chronic pain. 

CE Outcomes independently reviewed the educational objectives and content of ESP to define a series 
of key measurement indicators to frame case vignette questions, which were presented to participants 
and nonparticipants. 
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Data were analyzed using frequencies, followed by T-tests to analyze the differences between the mean 
evidence-based responses of the SO participant and the SO nonparticipant physicians. Differences 
between the two groups were considered significant if the P value was ::;Q.15. 

An effect size was calculated using the Cohen's d formula to determine the amount of difference 
between the evidence-based responses of the participants vs. nonparticipants. The calculation is 
expressed as a non-overlap percentage, or the percentage achieved by participants that was not 
reflected in the evidence-based responses of nonparticipants. 

Results 

A total of 4,171 physicians (MDs/DOs) who practice in pain management seeing approximately 137,643 
chronic pain patients participated in ESP CME activities over a 3-month period. Responses from 50 
participant and SO control nonparticipant primary care physicians {PCPs) and pain specialists were 
collected for analysis. Case vignettes were used to predict practice patterns and measure a physician's 
process of care in actual clinical practice. 

Conclusion 

Physicians who participated in ESP CME activities are more likely to practice evidence-based care of 
chronic pain patients than those who did not participate in these activities, specifically: , 

• Participants were more likely to recognize that a strategic precautionary approach to assessing a 
patient with moderate risk for aberrant behavior will reduce the likelihood of becoming a high
risk patient {P=.086). 

• Participants were more likely to start a patient with severe pain that is not controlled with 
acetaminophen and NSAIDs who demonstrates moderate risk for aberrant behavior on 
multimodal therapy (P=.059). 

• Participants were more likely to recognize that some over-the-counter medications cause a 
false-positive urine test and would assess a patient's OTC medications prior to stopping the 
patient's opioid therapy (P=.131). 

• Participants were more likely to recognize the need to utilize a standard risk assessment tool 
(such as the ORT or SOAPP) as the best approach to stratifying risk in a patient in the primary 
care setting (P=.06). 

The large effect size (30%) suggests that the ESP Internet-based CME programs offer effective, credible 
and high-impact education. These programs are available on-demand and in multiple formats to suit the 
learning preferences of physicians. 
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Needs Assessment 

Abstract 

Breakthrough pain (BTP) can occur in patients with chronic cancer or noncancer persistent 
pain. Although guidelines provide recommendations for treatment of BTP, the guidance is 
based on weak evidence and there are no specific guidelines or validated clinical survey 
instruments available to facilitate best-practice assessment of BTP in these populations. 
Recognition and differentiation by the practitioner of BTP from other subtypes of episodic 
pain is essential prior to the selection of an effective and safe treatment. Practitioners need 
improved methods of evaluating both the pain and the patient as well as an applied 
understanding of the necessary pharmacokinetics associated with analgesic drugs in order to 
obtain a safe and effective therapeutic response from the patient. Without treatment, BTP 
can exacerbate the patient's persistent pain, compromise function, and impact quality of life. 
Untreated or misdiagnosed BTP burdens the health care industry with additional and 
significant costs. Several practice gaps have been identified by researching the literature, 
professional association/society programs, survey data, and practitioner-self report. 
Educational needs exist for health care practitioners in the areas of assessment, treatment 
selection based on pharmacokinetics and pain characteristics, and monitoring of risks and 
benefits of treatment in the patient with BTP. In light of the lack of scientific support, 
additional translation of the guidelines by experts familiar with their use and knowledgeable 
about details of how best to customize treatment based on patient case requirements is 
suggested. 

Introduction 

Breakthrough pain (BTP) is one component of cancer and/or chronic noncancer pain (CNCP). 

BTP has yet to be described using a universal and standard definition, but it is commonly 

considered to be moderate-to-severe episodic pain that occurs spontaneously, is transient in 

nature, and is independent from the patient's persistent background pain; pain that is usually 

well-controlled with the use of a prescribed routine regimen of opioid analgesics.[1-6,8,9] BTP 

is also different from acute pain which can arise from a secondary cause (ie, new illness or 

condition) and occurs in addition to the chronic persistent pain.[1-6,8,9] 
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Patients typically experience several episodes of BTP a day and in spite of its brief duration 

(ie, reaching maximum intensity within a median of 10 minutes and lasting for a median 

duration of 60 minutes), recurrent episodes of BTP exert a significant impact on the patient's 

health-related quality of life (HR-QOL).[6] Without proper assessment and effective treatment, 

BTP may eventually exacerbate the severity or intensity of the persistent chronic pain 

syndrome and diminish the patient's ability to function.[3-6,8] 

There is a current lack of evidence which has led to weak formal guidance for the 

management of BTP. The latest guidance acknowledges the need for more well-designed 

studies to elucidate answers and recommendations in this area.[7,8] Until new data become 

available, assessment of BTP is considered one of the most important means to its recognition 

and treatment. BTP is frequently not recognized as such by many practitioners.[8] It may be 

mistaken for a number of other phenomena such as end-of-dose pain, pain as the result of 

inadequate or ineffective analgesic therapy, acute pain, or hyperalgesia. Some practitioners and 

patients may assume it is simply "normal" to have flares of pain accompany a persistent and 

painful condition. A majority of studies about BTP have been conducted in patients with cancer, 

leading to a misconception that BTP is only associated with cancer pain.[l,3,5,8] The fact is 

many patients with CNCP may also experience BTP.[1,6, 7,9] 

There has been an evolving understanding that BTP occurs irrespective of pain etiology and 

exists in patients irrespective of a cancer diagnosis. Clinicians need to be able to clearly 

differentiate BTP from other types of pain in order to provide effective treatment which will 

help to dispel the myth that episodic pain is a "normal" occurrence.[9,10] These goals are 

achieved by conducting a comprehensive patient assessment. Although there is an absence of a 
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dedicated and validated assessment tool specific for BTP in the clinical environment, 

assessment of pain may begin by using an array of pain assessment questionnaires (ie, Brief 

Pain Inventory) and patient evaluation surveys designed to assess functional status and quality 

of life (eg, Karnofsky Performance Status, FACT-G).(3,4,23] Assessment is typically conducted by 

engaging in a structured and comprehensive patient interview that includes questions about 

BTP intensity, number of episodes per day, types of pain, temporal features, precipitating 

factors, and pain predictability. The answers to these questions are also correlated to the 

patient's responses regarding the ability to function. Although the cause of BTP differs from 

patient to patient, at completion of the comprehensive assessment, the diagnosis of BTP is 

more easily identified. 

As BTP is a condition specific to patients who are already prescribed to chronic opioid 

therapy (COT), additional and/or supplemental doses of opioid analgesic, commonly referred to 

as 'rescue' medication, are used to effectively manage BTP in most patients. Immediate

release, rapid-acting opioids, administered on an 'as-needed' basis, are the most commonly 

prescribed treatment for BTP in spite of little evidence to support their use as an optimal long

term treatment strategy for this patient population.[9,11] Short-acting oral opioids, such as 

morphine, may not be suitable for treating many types of BTP, as peak onset of effect may 

occur long after the BTP has spontaneously subsided.[11] 

The formulations and characteristics of opioid drugs used to treat BTP differ significantly 

from those of long-acting, extended-release opioids.(12,13] Several different drug-development 

strategies have attempted to reduce side effects by utilizing anatomic barriers to drug 

distribution to provide different mechanisms of analgesia. These new delivery systems are 
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designed to provide a more effective management of breakthrough pain. [14] Clinicians need to 

contrast and compare characteristics associated with all opioid analgesics and become more 

familiar with the drugs by recognizing and differentiating their unique profiles in context with 

the characteristics of both the patient's persistent and BTP.[12-115] 

Practitioners also need to monitor the patient for adverse effects, improvements in function, 

and decrease in number, severity or intensity of BTP episodes. As with the use of any controlled 

substance, practitioners also need to apply risk-reduction methods by assessing and monitoring 

the patient for aberrant drug-related behaviors, level of compliance, and therapeutic response. 

Etiology of Chronic Pain and BTP - Does it Matter? 

Chronic pain results from tissue damage (nociceptive) or damage to the nerves or nervous 

system (neuropathic); it can stem from internal organs or cavity linings (visceral), or from the 

body's tissues (somatic). Mixed pain results from any number or combination of these 

types.[16] The reason for the damage to the tissue or nerves is of little consequence, as the 

resultant pain requires treatment, regardless of cause. Understanding the mechanism of pain is 

important to understanding its treatment, but in consideration of the edict that all pain be 

alleviated, cause is secondary to the need to treat. 

Assessment of BTP- Definitely Matters 

BTP prevalence in patients with cancer is reported to range between 24%-95%, and a 63% 

prevalence of BTP has been reported in patients with CNCP.[17] It is critical for practitioners to 

have guidance in the process of BTP assessment and differentiation. Results from a 2010 study 
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demonstrated that nurses had difficulty defining BTP as a distinct pain subtype and were often 

unable to differentiate it from poorly controlled background pain.[18) Results from a physician 

study at a university in the northeast United States showed only 23% of respondents (21/91) 

were aware of the existence of pain management guidelines in which assessment of various 

types of pain is included.[19] The recently published IOM Report states "Pain assessment 

techniques must be valid and reliable and provide sensitivity, both with single and repeated 

measurements, and allow for the assessment of acute, chronic, persistent, and breakthrough 

pain."[20) 

• Survey self-reported learner-responses from more than 1,500 participants ( ie, 

MDs, PharmDs, PAs, Nurses, NPs) of an accredited MediCom educational activity 

which focused on BTP indicated that 92.2% would change practice as a result of this 

enduing activity and 92.5% were committed or above to making this change (based 

on the course content) for improved diagnosis and treatment of patients with BTP. 

This intent may have been motivated by the fact that:[21) 

o Prior to and after hearing the discussion in this educational activity, 42.5% 

and 88.8% respectively have a defined perception about breakthrough pain. 

o Prior to or as a result of the discussion, 58.3% and 87.6% respectively have 

established an approach for assessing and treating breakthrough pain in all 

chronic pain patients. 
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Accurate assessment of BTP is dependent on effective communication between practitioner 

and patient. Although assessment instruments that have been designed for use in clinical trial 

research can be adapted for use in the clinic, they only provide unidimensional data which can 

undermine diagnostic confidence in regard to a determination of BTP. Additional assessment 

information must be obtained by conducting a thorough patient intake and interview; an 

interview that incorporates a list of multidimensional questions meant to elicit answers about 

essential criteria necessary to differentiate and diagnose BTP. It is equally important to 

recognize when the pain is not BTP to ensure the patient receives the most appropriate care. In 

the vent of end-of-dose pain, drug tolerance, or hyperalgesia, the patient may require a new 

dose regimen or may need to have an alternate drug prescribed based on the interview 

findings. Without access to and application of assessment guidance, practitioners are at risk of 

failure to prevent, diagnose, and treat the patient with appropriate management of BTP.[17) 

The survey results suggest that guidance and consensus need to be presented and translated 

for use in the clinic to improve effective communication, assessment and differentiation of BTP, 

and to improve treatment of persistent pain to minimize frequency of BTP. 

Treatment of BTP- Customized Treatment Matters 

When BTP is diagnosed, treatment of the patient remains a challenge to most clinicians. It is 

not a simple matter of increasing the dose of long-acting opioid analgesic prescribed for the 

persistent pain, although that may be one strategy, but finding a solution often requires further 

investigation and consideration. Ideally, BTP therapy should provide rapid pain relief with an 

onset and duration of action that matches the timing of BTP. Increasing the dose may decrease 

the episodes of BTP, but may also increase unwanted side effects which may foster 
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noncompliance. Ensuring adequate treatment of persistent pain is a critical first-line element. If 

the persistent pain is not adequately controlled, BTP may not be diagnosed. If the patient is not 

currently prescribed a long-acting (LA) or extended-release (ER) opioid for the baseline pain, 

conversion from a short-acting opioid (SAO) to a LA/ER drug may be necessary. Chronic pain 

management guidelines recommend the use of LA/ER analgesics because they provide more 

consistent and prolonged plasma concentrations of drug compared with SAOs that tend to peak 

and trough, minimizing drug-serum fluctuations that could contribute to end-of-dose BTP or 

inadequate analgesic treatment.[15,22] 

The underlying mechanism of BTP may be nociceptive, neuropathic or mixed.[23] 

Recognizing the difference among these varied types of BTP is essential to the selection of 

effective treatment. Opioids may not be as effective in the treatment of neuropathic pain as an 

alternative agent, such as an anticonvulsive or antidepressant drug.[24] Due to the 

multifactorial nature of BTP, therapeutic response is highly individualized. A drug that may not 

provide relief of BTP in one patient may provide excellent response in another individual. 

In addition to understanding the basics of neurophysiology of pain, practitioners need to 

understand how to formulate a differential diagnosis. They need to know when the BTP is due 

to inadequate dosing of the opioid for persistent pain and when there is evidence of end-of

dose failure. Alternately, practitioners have to think about the possibility of hyperalgesia and 

understand the basis of central sensitization. They need to ask the following types of questions: 

• Is the patient no longer obtaining pain relief from the chronic opioid regimen due to 

hyperstimulation of the receptors? 
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• Perhaps it is time to switch or rotate to another opioid or experiment with dose 

reduction? 

• Does the BTP occur in response to a specific event or activity? 

• Is the BTP event predictable, or does it arise without warning? 

The answers to each of these questions will help to determine next steps. Oral opioids are a 

good choice for patients who can predict the onset of BTP and its duration, especially if it is tied 

to a specific activity or event (ie, taking a shower), but they are not a good treatment for 

spontaneous or idiopathic BTP. In the case of a patient who experiences incidental BTP in 

response to taking a shower, an oral opioid can be administered prior to the activity with time 

of analgesic onset synchronized with timing of the shower. This strategy allows the patient to 

shower without worrying about the onset of BTP. In the case of spontaneous BTP, the onset of 

action associated with oral opioids is delayed in comparison to the patient's need for 

immediate pain relief.[11,25) 

Agents which possess an immediate or rapid onset are usually a better choice for a patient 

with rapid onset BTP. These newer and faster-acting synthetic opioid agents also possess a 

much higher dose equivalence compared to standard morphine. It is crucial for the practitioner 

to know that the immediate- and rapid-onset opioid drugs cannot be added to the drug 

regimen used to treat persistent pain without consideration of the total daily dose.[25) The 

patient and family or patient support network also needs to be educated on potential adverse 

effects as well as safe use and storage of the drug. Non-intentional overdose and accidental 

drug poisoning have been reported with the use of these newer agents. [26) In spite of the 

warning in the most recent American Pain Society (APS) and the American Academy of Pain 
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Medicine (AAPM) guidance document about the use of methadone for the treatment of BTP, 

the literature at large still discusses the use of methadone as a viable option for the treatment 

of BTP.[22) Methadone possesses its own characteristic pharmacokinetics and has been linked 

to prolonged cardiac QTc, arrhythmias, unintentional death, and drug poisoning.[22) 

Practitioners need to be aware that the use of methadone for BTP is not advised and 

understand why its unique properties do not support its use for this indication. A recent study 

on sublingual methadone in small patient numbers of showed that it may be an effective, safe, 

and well tolerated option.[27) 

The lack of available and robust evidence in the treatment of BTP presents a potential barrier 

to education. New guidelines outline treatment recommendations, but do so with the caveat of 

weak to minimal evidence used in their development.[22) In light of the lack of scientific 

support, additional translation of the guidelines by experts familiar with their use and 

knowledgeable about details of how best to customize treatment based on patient case 

requirements is suggested. As the demand for new clinical trials in the area of BTP increases, 

novel drug formulations and designs are becoming available. Practitioners need to understand 

the use and administration of these drugs and be able to identify criteria for their use in order 

to select appropriate patient candidates. 

Patients echo the challenge of dealing with BTP and with their practitioners' inability to 

diagnose, treat, and communicate. A survey of 545 patients with cancer-related pain was 

released by the American Pain Foundation (APF) on January 28, 2010.[28] The report revealed 

that three out of four (75%} US adults with breakthrough cancer pain (BTcP) report that it is one 

of the most challenging aspects of having cancer. Fifty-three percent rated their pain as an 8, 9, 
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or 10 out of 10, with 10 being the worst pain imaginable. While 44% reported their pain was 

not adequately controlled. Almost all patients surveyed (91%} believed their quality of life 

would "greatly improve" if they could get their breakthrough cancer pain under control. To 

underscore the need for continuing education about this topic, more than half (52%) of patients 

surveyed stated their health care provider had described BTcP as "a normal side effect of 

cancer or its treatment."[28] 

Without effective treatment, the condition of BTP strains medical utilization and costs. 

Patients with untreated pain require additional care and utilize emergency services more 

frequently, which equates to a significant use of resources.[17] Several studies have all shown 

similar and significantly high cost data associated with the management of patients with BTP. 

An article published in the American Journal of Managed Care in 2008 summarized the findings 

of these studies, including findings from the largest study ever designed to measure the costs of 

BTP.[16,29] 

The BTP patients' (n=160) total cost per year for reported pain-related hospitalizations was $1.7 

miff ion versus $192,000 for non-BTP patients. BTP patients also reported more emergency 

department visits for pain (1.3 vs. 0.5 per year}, resulting in greater estimated average cost per 

year for emergency department visits ($84,000 vs. $19,000). BTP patients reported more 

outpatient doctor visits per year for pain (4.2 vs 0.6), resulting in a greater cost per year for 

physician office visits ($103,000 vs. $7,000}. BTP patients averaged higher total pain-related 

costs per year ($12,000 vs. $2,400}. Examination of total pain-related costs for the entire sample 

revealed that BTP patients accounted for 90% of costs, and that these costs were primarily 

attributable to BTP-related hospitalizations of both direct and indirect costs associated with the 

management of patients with BTP.{29) 
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Monitoring of BTP - A Matter of Managing Risk 

After the practitioner has carefully considered the benefit-risk ratio when prescribing rescue 

medications for the treatment of BTP, the other side of the treatment 'coin' is to recognize and 

ensure the patient is able to function in response to the additional analgesic. The therapeutic 

goal of pain management is always to relieve pain without compromising function. Monitoring 

is a necessary component of patient management.[22,30] 

Arriving at the optimal dose of medications for BTP is difficult and patient dependent. The 

analgesic may need to be titrated slowly in consideration of safety of the patient, accompanied 

by frequent and routine monitoring to determine levels of sedation, respiration, function, 

efficacy, and toxicity.[22] It is also important for the practitioner to keep other domains in mind 

during the monitoring process, such as fatigue, emotional distress, and social health to ensure 

continued or improved HR-QOL. Several generic health assessment tools are validated and 

available for this purpose, (eg, SF-36v2, EQ-5D, QWB-SA, HUI, and HALex).[31) Choice of which 

survey instrument may not be as crucial as understanding what the tool is used to measure, 

knowing how to use the tool, and how to accurately score the survey instrument and interpret 

the results. 

Although no evidence exists on the risk of aberrant drug-related behavior in relation to the 

availability of medication prescribed for BTP, it is reasonable to assume that access to a short

acting drug may increase the risk of such behavior, especially in a patient who may already be 

assessed and stratified as high risk. A large retrospectively study published in January 2011, 

examining accumulated data from 5 clinical trials of patients taking daily opioids for CNCP (~60 
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mg/day oral morphine equivalent) and also prescribed immediate-release (IR} fentanyl buccal 

tablets (FBT) for breakthrough pain showed a relatively low incidence of drug abuse events and 

aberrant drug-related behaviors, perhaps due to the implementation of universal precautions 

and the controlled clinical study setting. However, overall, this was a large-scale study and the 

minimal numbers of problematic events relating to opioid use may suggest that such problems 

are of a lesser magnitude and significance than is commonly believed.[32] The management 

and monitoring of patients will usually depend on results derived from risk stratification. In low 

risk for aberrant drug-related behavior patients, a trial of a rescue opioid with routine follow-up 

and monitoring may be a reasonable strategy. In patients at higher risk, more frequent 

monitoring and follow-up is probably required.[29,34] Practitioners should always assess for 

aberrant drug-related behaviors and continue treatment toward meeting therapeutic goals, 

and reassess (as needed) to continually evaluate the relative benefits to risks for treatment 

navigation. [22,30] 

Despite the fact that studies report low risk of abuse, misuse, and addiction associated with 

patients prescribed to long-term opioid therapy, risk of these conditions must always be 

considered.[31) It is not unimaginable for a patient who has tolerated long-term ER opioid 

therapy to experience euphoria in response to a newly prescribed, high-dose, IR opioid and 

want to use it outside the boundaries of the prescribed regimen. It may be considered a rare 

occurrence and improbable, but it should not be thought of as an impossibility. It is important 

to note that overdose potential must be seen as a separate but parallel phenomenon that can 

exist in the absence of abuse, diversion and addiction, and is not often accounted for through 

the use of survey results. Due to the prevalence of unintentional deaths associated with the use 
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of prescription opioid analgesics, several states have initiated prevention programs aimed at 

improving compliance and adherence regarding the patient's use of opioid drugs by both 

patient and prescriber (eg, North Carolina's 'Lazarus Project', Utah's 'Use Only As Directed' 

Program). Risk monitoring is an integral part of patient management, and guidance documents 

provide a road map of methods and survey instruments that may be used to achieve optimal 

management. [22,30,33,34} 

Monitoring requires clear communication between practitioner, patient and family, or 

patient network.[34] Empathetic, transparent, and direct communication combined with 

patient support education is considered paramount to successful, effective, and safe pain 

management. Alternately, insensitive communication and lack of communication or education 

may negatively affect the individual and family or support network, reduce treatment 

compliance, and increase health care utilization.[35] 

Additional Support - Getting to the Heart of the Matter 

A pre-symposium survey, in collaboration with an American Pain Society symposium, was 

sent to registered clinicians to complete a brief survey about BTP. The survey participants 

(n=440) represented multiple disciplines as shown [21]: 
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Which of the following best describes the primary focus of your full-time clinical practice? Please 
select only ONE answer. 

Pain Management 

Other (please specify) 

Internal Medicine 
I Family Practice I 
General Practice 

Addiction Manag.ement 

Anesthesiolog.y 

Pain and Addiction 
Management 

Physical Medicine/ 
Rehabilitation 

Palliative Care 

Neumlog.y 

11:16 

0 50 100 750 

The majority represents private practice and community clinics and is directly involved with 

patient care (82%); approximately 83% have been practicing for more than five years. All see 

patients with chronic pain of both nonmalignant and malignant nature. 
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When asked to rate level of agreement with the following statements, responses varied 

among the survey responders, as shown [21): 

• Please indicate y~ut1levelcofag~rneht relative tot~.•~tel\Jeh~,,~low abo4fpatie~ts or,i;J roti~ 
· treatment of chronic n()n~ncer pain syndromes. Please·se~ ONE responsetoea¢1i ql.J8$ti®"11 

, i ·•.•Wt.\'.. ' 'i;fo:1 .. ··•• ··•· ••·• Disat)reet.tci>,•s~i,g1y,Agree: ·• .. · ;t~k£ )i\{f!ff,_.••· 

Strongly Somewhat No Opi~ion Somewhat 
Answer Options Disagree Disagree Disagree I Don t Agree Agree 

Know 
These patients 
should be 
assessed for 
intense flares of 
episodic pain 
when they do not 
complain. 

These patients 
should be treated 
for intense flares 
of episodic pain. 

These patients 
can experience 
intense flares of 
episodic pain that 1 

require treatment. 

7.3% 7.3% 9.1% 

3.9% 2.6% 2.2.% 

3.0% 1.7% 3.0% 

7.3% 15.5% 38.8% 

4.7% 13.4% 38.4% 

3.9% 9.1% 35.8% 

ockopidi~!fd,lH• 
Strongly . -

t~.~~it}:-r·:,;,,:)/:i-i/::.k.!: ... : ~.\iMii~ 

Strongly 
Agree 

14.7% 

34.9% 

43:5% 
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When asked how they currently and typically assess patients for BTP, responses varied and included 

[21): 

Which of the following assessment tools do you most frequently use in evaluating breakthrough 
pain (BTP)? Please check all that apply. 

:,•II'\ ::::.t>n,g- Smie 
(•.g. VA.S Wong Bal,;;e,. 

~•ce• 0 ,Jn, N!~; 
P:at11Bm ~ry / Jouma' Sra~lct:hrough Pain 

Que:St/On,.,al!'e {Porterioy 2006) 
I do nothing sp•olio 

toua•uBTP 

None of these assessment tools are validated for use in the assessment of BTP. They may be 

used to assess persistent pain, but further investigation is needed to determine if BTP is 

present. Additional guidance is recommended to improve assessment technique for the 

diagnosis of BTP. 

When asked what one factor contributed most to their decision not to treat a patient for BTP, 

again, results varied, but factors surrounding abuse, misuse, and addiction predominated.[21) 
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Which of following best describes the most important decision driver for you not to treat a 
diagnosed BTP patient? Please select only ONE answer. 

I always treat BTP 

Risk of 11buse. 
misuse, diversion 

Negative impact on 
comorbid conditions 

Reduced functional 
imp!lim1ent 

Potential side 
effects (somnolence. 

constipotion, etc.) 

Risk of !!ddiction 

0 20 40 60 

Additional education is needed to demonstrate best practice assessment, prescribing, and 

monitoring to ensure a risk-averse practice and provide optimal therapy for patients with BTP. 

When asked if BTP differed by evidence of scientific investigation in patients with and 

without cancer, respondents replied [21): 
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Is there scientific/ clinical information that flares of pain intensity in patients with 
chronic non-malignant pain and cancer pain differ? 

49J% 

25.7% 

25.2 % 

-Yes 

N-0 

- Not Sure 

These results clearly indicate a need for continuing education about pain, and the origin of 

pain, in regard to neurophysiology. In fact, 15% of responders indicated they do not prescribe 

opioids for patients with BTP accompanied by noncancer chronic pain. Almost 35% indicated 

that the risk of abuse and misuse of the opioid is the primary reason why opioids are not 

prescribed for BTP in patients without cancer, and almost 20% believed there would be a 

negative impact on public health if indications were expanded to include the use of opioids for 

BTP in patients without cancer. These statistics demonstrate a significant need for education 

about risk minimization and the prevalence of abuse and misuse in this patient population.[21] 
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Finally, when asked if they prescribe rescue medication for patients with chronic noncancer 

pain who experience BTP, they indicated [21]: 

Do you ever prescribe PRN analgesia to patients who also receive around-the 
-clock opioids? 

22.6 % - Yes 

No 

77.41/. 

And when asked what type of medication was most frequently prescribed for BTP, 

responders indicated [21]: 

9.4% 

51.2% 
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Which of the following do you MO ST often prescribe for intense flares of episodic pain or BTP in 
addition to around-the-clock opioids? Please select only ONE answer. 

Short Acting Opicid 

Rapid Onset Opioid 

Non-Opioid 

Other (pleose specify) 

Long Acting Opioid 

0 20 40 60 80 100 

These results suggest practitioners need an improved understanding of pharmacokinetics in 

relationship to BTP. 

Results from a second survey of 955 multispecialty practitioners conducted by MediCom 

Worldwide, Inc. further corroborated the APS survey findings. Survey responders, when asked, 

If you could expand your current level of knowledge of 10 topics that would help you meet 

professional challenges and improve your personal practice relative to the effective 

management of pain, which would you study?" responded by included the following topics in 

the 'top 10' lineup: chronic nonmalignant pain (~35%); BTP (~25%); and unrelieved pain 

(23%).[21] 

Summary 
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In an environment where practitioners are lacking awareness of the clinical guidelines, BTP in 

patients with chronic pain is not differentiated, and frequently remains underdiagnosed and 

undertreated by health care practitioners. When BTP is diagnosed, practitioners may not 

always prescribe the most appropriate analgesic based on type and mechanism of pain 

matched to the drug's pharmacokinetic profile. This disconnect may be due to guidance 

recommendations that are not consistently applied in the clinical environment. Inadequate 

monitoring, poor communication, and lack of patient education on the part of the practitioner 

often results in poor clinical outcomes. 

Summary of practice gaps to be addressed in this educational activity: 

• Practitioners are mis- or underdiagnosing BTP in patients with chronic pain due to lack 

of assessment or use of inadequate assessment methods. 

• Practitioners are not consistently relying on guidance recommendations when treating 

their patients who have BTP. 

• Practitioners are undertreating or not treating patients who have BTP. 

• Practitioners are not monitoring patients for response to opioid therapy per stated 

guidelines and are not providing adequate patient education 

TEVA_MDL_A_01176467 

P-29481 _ 00809



07300P.51

Confidential 

References 

1. Svendsen KB, Andersen S, Amason S, et al. Breakthrough pain in malignant and non
malignant diseases: A review of prevalence, characteristics and mechanisms. Eur J Pain. 
2005;9:195-206. 

2. Bennett D, Burton AW, Fishman S, et al. Consensus panel recommendations for the 
assessment and management of breakthrough pain. Part 1: Assessment. Pharm Ther. 
2005;30:296-301. 

3. Caraceni A, Martini C, Zecca E, et al. Working Group of an IASP Task Force on Cancer Pain. 
Breakthrough pain characteristics and syndromes in patients with cancer pain. An 
international survey. Pal/iat Med. 2004;18:177-183. 

4. Portenoy RK, Hagen NA. Breakthrough pain: definition, prevalence and characteristics. Pain. 
1990;41:273-281 

5. Portenoy RK, Payne D, Jacobsen P. Breakthrough pain: characteristics and impact in patients 
with cancer pain. Pain. 1999;81:129-134. 

6. Portenoy RK, Bennett OS, Rauck R, et al. Prevalence and characteristics of breakthrough 

pain in opioid-treated patients with chronic noncancer pain. J Pain. 2006;7:583-591. 
7. Chou R, Ballantyne JC, Fanciullo GJ, et al. Research gaps on use of opioids for chronic 

noncancer pain: findings from a review of the evidence for an American Pain Society and 
American Academy of Pain Medicine clinical practice guideline. J Pain. 2009;10:147-159. 

8. Haugen DF, Hjermstad MJ, Hagen N, et al. Assessment and classification of cancer 
breakthrough pain: A systematic literature review. Pain. 2010 Mar 15. [Epub ahead of print] 

9. Devulder J, Jacobs A, Richarz U, et al. Impact of opioid rescue medication for breakthrough 
pain on the efficacy and tolerability of long-acting opioids in patients with chronic non
malignant pain. Br J Anaesth. 2009;103:576-585. 

10. Payne R. Recognition and diagnosis of breakthrough pain. Pain Med. 2007;8 Suppl 1:S3-7. 
11. Zeppetella G. Dynamics of breakthrough pain vs. pharmacokinetics of oral morphine: 

Implications for management. Eur J Cancer Care (Engl). 2009;18:331-337. 
12. Argoff CE, Silvershein DI. A comparison of long- and short-acting opioids for the treatment 

of chronic noncancer pain: tailoring therapy to meet patient needs. Mayo Clin Proc. 
2009;84:602-612. 

13. Fine PG, Mahajan G, McPherson ML. Long-acting opioids and short-acting opioids: 
Appropriate use in chronic pain management. Pain Med. 2009;10 Suppl 2:S79-88. 

14. Mercadante S. Prospects and challenges in opioid analgesia for pain management. Curr Med 

Res Opin. 2011 Sep;27(9):1741-3. Epub 2011 Jul 19. 
15. Nicholson B. Benefits of extended-release opioid analgesic formulations in the treatment of 

chronic pain. Pain Pract. 2009;9:71-81. 

16. Webster LR. Breakthrough pain in the management of chronic persistent pain syndromes. 
Am J Manag Care. 2008;14(5 Suppl 1):SllG-122. 

17. Abernethy AP, Wheeler JL, Fortner BV. A health economic model of breakthrough pain. Am J 

Manag Care. 2008 May;14(5 Suppl 1):S129-40. 
18. Soden K, Ali S, Alloway L, et al. How do nurses assess and manage breakthrough pain in 

specialist palliative care inpatient units? A multicentre study. Palliat Med. 2010;24:294-298. 

TEVA_MDL_A_01176468 

P-29481 _ 00810



07300P.52

Confidential 

19. Douglass MA, Sanchez GM, Alford DP, et al. Physicians' pain management confidence versus 
competence. 1 Opioid Manag. 2009;5:169-174. 

20. IOM (Institute of Medicine). 2011. Relieving Pain in America: A Blueprint for Transforming 
Prevention, Care, Education, and Research. Washington, DC: The National Academies Press. 

21. MediCom Worldwide, Inc. 2010, data on file. 
22. Chou R, Fanciullo GJ, Fine PG, et al. Clinical guidelines for the use of chronic opioid therapy 

in chronic noncancer pain. J Pain. 2009;10:113-130. 
23. Hwang SS, Chang VT, Kasimis B. Cancer breakthrough pain characteristics and responses to 

treatment at a VA medical center. Pain 2003;101:55-64. 

24. Dworkin RH, O'Connor AB, Audette J, et al. Recommendations for the pharmacological 
management of neuropathic pain: an overview and literature update. Mayo Clin Proc. 
2010;85(3 Suppl):S3-14. 

25. Zeppetella G. Impact and management of breakthrough pain in cancer. Curr Opin Support 
Pal/iat Care. 2009;3:1-6 

26. Waif Street Journal (WSJ) Online. World News. FDA Panel Rejects Wider Use of Pain Killer. 
May 2008. Accessed April 20, 2010 at: 
http:/lonline.wsi.com/article/5B121008247334370655.html 

27. Hagen NA et al. A formal feasibility study of sublingual methadone for breakthrough cancer 
pain. Palfiat Med. 2010 Oct;24(7):696-706. Epub 2010 Jul 29. 

28. American Pain Foundation. Breakthrough Pain Survey. Executive Summary. December 2009. 
Accessed April 20, 2010 at: www.painfoundation.org/learn/oroqrams/spotlight-on-cancer
pain/breakthrouqh-pain/survey-executive-summary.pdf 

29. Fortner BV, Okon TA, Portenoy RK. A survey of pain related hospitalizations, emergency 
department visits, and physician office visits reported by cancer patients with and without 
history of breakthrough pain. J Pain. 2002;3:38-44. 

30. Federation of States Medical Board. Model Policy for the Use of Controlled Substances for 
the Treatment of Chronic Pain. 2004. Accessed April 20, 2010 at: 
www.fsmb.org/pdf/2004 qrpol Controlled Substances.pd{ 

31. Health Measurement Research Group. Health-related Quality of Life Measures. Accessed on 
April 20, 2010 at: www.healthmeasurement.org/Measures.html 

32. Passik SD, Messina J, Golsorkhi A, Xie F. Aberrant Drug-Related Behavior Observed During 
Clinical Studies Involving Patients Taking Chronic Opioid Therapy for Persistent Pain and 
Fentanyl Buccal Tablet for Breakthrough Pain. J Pain Symptom Ma nag. 2011(Jan);41(1):116-

125 
33. Fishbain DA, Cole B, Lewis J, et al. What percentage of chronic nonmalignant pain patients 

exposed to chronic opioid analgesic therapy develops abuse/addiction and/or aberrant 
drug-related behaviors? A structured evidence-based review. Pain Med. 2008;9:444-459. 

34. Gourlay DL, Heit HA. Pain and addiction: managing risk through comprehensive care. J 

Addict Dis. 2008;27:23-30. 
35. Dewar AL, Gregg K, White Ml, Lander J. Navigating the health care system: Perceptions of 

patients with chronic pain. Chronic Dis Can. 2009;29(4):162-168. 

TEVA_MDL_A_01176469 

P-29481 _ 00811



07300P.53

Confidential 

Evaluation Form 

Utilize a comprehensive 

evaluation form to 

determine outcomes in 

several areas including: 

• Satisfaction with the 
program . Knowledge growth . Competence 
improvement 

• Needs 
determination for 
future education 

Evaluation form 

completion will be 

mandatory for all 

participants in the 

activity. CE certificate 

issuance will be driven by 

the receipt of a 

completed evaluation 

form. 

To measure satisfaction of the participant with the activity, the 

participant will be asked to complete the following: 

Rate each speaker -1 through 5 scale 
Rate achievement of learning objectives -1 through 5 scale 

• List any general comments about the program 

To evaluate the improvements in knowledge and competency the 

attendees will be asked to rate their agreement with the following 

statements using a 5-point Likert scale: 

• The program provided new information 
• The information is applicable to their clinical practice 
• The information learned will help improve their patients' 

outcomes 

To determine if the activity created an intent to change behavior, each 

participant will be asked to complete the following: 

List 3 things that they will do upon returning to their practice 

To help determine the need for additional education on the topic or a 

modification in future educational formats, the participant will be 

asked to complete the following: 

• The educational approach was conducive to learning - list 
agreement using a 5-point Likert scale 

• List the barriers to implementing the practice paradigms 
discussed 

• List additional information or materials that would enhance the 
activity 

Satisfaction One 

Participation Two 

Knowledge Three 

Competence Four 
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Pre and Post Testing 

To determine if the Test each participant pre- and post-activity 

participants in an activity 
had a change in Pre-activity questions will measure and establish a baseline in 

competency, knowledge, competency, confidence, and knowledge for each of the learning 

and confidence, a pre- objectives by asking the participants the following three (3) questions: 

and post-test method. 

Each participant will be 

asked a series of 

questions immediately 

prior to the activity and 

immediately after the 

activity. Questions will be 

similar for the pre- and 

post-test. 

Goal of the questions will 

be to provide a 

measurement of changes 

in competency, 

knowledge, and 

confidence based on the 

learnings derived from 

the educational activity. 

1. How important do you think (insert key element based on 
learning objectives) is in diagnosing/management/treating your 
patients with breakthrough pain 

2. How confident are you in implementing (insert key element from 
first question) with your patients with breakthrough pain? 

3. How often do you implement (insert key element from first 
question) with your patients with breakthrough pain? 

Post-activity questions will measure changes from baseline in 

competency, confidence, and knowledge for each of the learning 

objectives by asking the participants the following two (2) questions: 

1. Now that you have participated in the educational activity, how 
important do you think (insert key element based on learning 
objectives) is in diagnosing/management/treating your patients 
with breakthrough pain? 

2. Now that you have participated in the educational activity, how 
confident are you in implementing (insert key element from first 
question) with your patients with breakthrough pain? 

Knowledge Three 

Competence Four 
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Includes all project management, faculty 
coordination, medical direction and strategic 
management costs associated with the broadcasting 
of the accredited live webinar series and the 

Management Fee $ 16,500 accredited live streaminq video series. 
Includes accredited slide development and review in 
conjunction with the clinical expert moderator, all 
faculty and the peer review team. All editorial, fact 

Editorial/ Content Development Fee $ 19,840 checkinQ, references and transcriptions. 
Includes all graphic and creative design services, 
slide template development, typesetting with graphic 

Creative I Graphic Desiqn Fee $ 19,600 lavouts and editorial review;recruitment. 
CME, CNE and CPE accreditation of 1,0 hour for live 
webinar and endured live webinar; and CME, CNE 
and CPE accreditation for 0,5 hour for each of three 

Accreditation Fee $ 35,000 streamino videos in series. 
Includes lead faculty/moderator (2), content 
development faculty (6), live webinar faculty (6) and 

Faculty Fee: Honoraria $ 20,700 clinical expert interviews (7), 
Faculty Fee: Travel $ 300 Travel for faculty chair to studio filmino, 
Faculty Fee: LodQinQ $ -

Includes studio rental, internet feeds, Q-Cast system 
rentals for remote faculty, telephone bridging, 
conference call monitoring, moderation services and 
all A/V equipment with technical labor costs for live 

Venue/ Event Fee $ 28,100 webinar series and streamina video series. 
Association Fee $ -

Hosting and co-location on Emerging Solutions in 
Website Hostinq Fee $ 4,800 Pain for 12 months. 

Banner and video advertisement campaign on 
Emerging Solutions in Pain, audience list purchases, 

Audience Generation Fee $ 33,120 multiple email and fax blast campaiqns. 
Production of frequently asked questions PDF, 
downloadable slide deck, text based tools and PDF 

Educational Materials Production $ 8,200 of practice support tools. 
Shipping / Postage $ 650 All Fed Ex and shiopina charges, phone and fax, 
Outcomes Measurement Fees $ 6,570 Data manaaement, data analvsis and reoortinQ. 

Includes all HTML programming and posting fees, 
incorporation into LMS and beta testing for the 
accredited live webinar series and the accredited live 

Other $ 6,500 streaming video series. 

Total $ 199,880 
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INDEPENDENT EDUCATIONAL PROGRAM GRANT AGREEMENT 

This Agreement is entered into as of this 5th day of December, 2011 by and 
between Cephalon ("Cephalon"), located at 41 Moores Road, Post Office Box 4011, 
Frazer, PA 19355, and MediCom Worldwide, Inc. ("Provider") located at 101 Washington 
Street, Morrisville, PA 19067. 

WHEREAS, Cephalon has reviewed Provider's grant request to support a medical 
education program ("Program"); and 

WHEREAS, Cephalon has determined that the Program has the potential to 
address educational gaps; and 

WHEREAS, it is the intent of the parties to ensure that the Program will be 
independent, objective, balanced, scientifically rigorous, and have reasonable 
expectations of meeting its educational objectives so that it will not be viewed by the 
United States Food and Drug Administration ("FDA") as promotional and that Cephalon 
will not be viewed as responsible for its content; and 

WHEREAS, Cephalon agrees to provide support for the Program under the 
conditions set forth below. 

NOW THEREFORE, Provider and Cephalon agree to the following terms under 
this Agreement: 

1. Title of Program. The Educational Program is entitled "Conference Coverage, 
Live from APS 2012, 008896" and a copy of the grant request for the Program is 
attached hereto as Exhibit A. 

2. The Program is: 

~certified (CE credits are offered); or 
Da non-certified independent program (where CE credits will not be offered). 

3. Program Purpose. The Program is for scientific and educational purposes only, 
and is based on established bona fide and independently verifiable patient and/or 
practitioner needs or gaps in healthcare performance, and is not intended to 
promote a Cephalon product, directly or indirectly. The Program is not a repeat 
activity or endured version of a prior program. 

4. Grant Support Arrangements. 

Rev 8/08 

Cephalon will provide support for the Program by means of an 
educational grant in the total amount of $5,000.00. If the Program is 
canceled or terminated prior to completion by the Provider, Provider shall 
return the grant, or any unused portion thereof with full reconciliation, to 
Cephalon within thirty (30) days of such termination or cancellation. 
Provider shall have full responsibility for all funding arrangements of the 
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Program, including any funding to be provided to its Educational Partner. 
Payment terms of the grant shall be made in accordance with a schedule 
provide be Cephalon. 

(a) Upon notice from Cephalon, Provider shall provide Cephalon, within 
ninety (90) days, a detailed reconciliation that compares the grant 
proposal to the actual program (e.,g., expenses, attendance levels, etc.) 
To the extent Cephalon has overpaid Provider, Provider shall provide a 
refund to Cephalon within sixty (60) days thereafter. Such detailed 
reconciliation information and documents shall be entered into 
Cephalon's web-based grants managements system at 
www.cephalongrants.com. 

(b) Provider may not use funds provided by Cephalon to pay travel, lodging, 
honoraria or personal expenses for non-faculty attendees. Grant funds 
may be used to reduce the overall registration fees for attendees. Grant 
funds may not be used to purchase capital equipment or to provide 
general operational support for an institution. Funds for hospitality shall 
not be provided, except that funds may be used for modest meals or 
receptions that are held as part of the Program, but such events shall not 
compete with, nor take precedence over, educational events. The 
appropriateness of any reception shall be at the sole discretion of the 
Provider, and Provider shall have final decision-making authority in 
connection with any such activities. 

(c) Funds may be used by the Provider to permit medical students, residents, 
fellows or other health care professionals in training to travel to and 
attend the Program; provided, however, that this is outlined in the 
approved grant proposal and that the selection of such students, 
residents or fellows who receive funds is made by either the academic or 
training institution, or, if by the Provider, such selection shall be made 
with the full concurrence of the academic or training institution. 

5. Objectivity and Balance. Provider shall retain full responsibility for control of the 
content of the Program and shall ensure that the following requirements are met: 

(a) The Program material/content will be objective, balanced and free from 
commercial bias. All topics shall be treated in an impartial, unbiased, 
evidence-based manner. The title of the Program will fairly and accurately 
represent the scope of the presentation. 

(b) Provider agrees that Cephalon shall not influence the content of the 
Program. Cephalon personnel will not attend content development 
meetings. 

(c) Cephalon shall not review the Program for medical accuracy or 
completeness and the Provider and/or Educational Partner (if any) agree 
that they will not make such a request of Cephalon. 
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(d) If a product marketed by Cephalon is the subject of discussion, the data 
will be objectively selected and presented, with an accurate reflection of 
favorable and unfavorable information about the product and shall also 
include a balanced discussion of prevailing information on alternative 
products and /or therapies. 

(e) Provider represents that neither it nor the Educational Partner (if any) has 
either an open complaint or decision from the Accreditation Council for 
Continuing Medical Education ("ACCME") or the FDA that a program 
provided by the Provider or the Educational Partner failed to meet 
standards of independence, balance, objectivity, or scientific rigor at the 
time of signing this agreement. If a provider is notified of any such 
complaint or decision during the lifetime of the supported program/activity, 
the Provider will inform Cephalon within 30 days of notification. 

6. RiskMAPs / REMS. Certain Cephalon products have an FDA approved Risk 
Management Action Plan (RiskMap) or Risk Evaluation and Mitigation Strategy 
(REMs). Furthermore, other products in the same theraputice class may also 
have RiskMAPS/ REMS. Provider acknowledges that it is aware of the key safety 
messages in these RiskMAPs/ REMS, shall keep up-to-date with such 
information, and will present such information as it deems appropriate in the 
Program. 

7. No Faculty Selection. Provider shall retain full responsibility for the selection of 
the presenters, authors, moderators, and/or other faculty (hereinafter referred to 
collectively as "Faculty"). Provider and/or Educational Partner (if any) shall not 
request recommendations for Faculty from Cephalon. 

8. Data. Provider will ensure meaningful disclosure of limitations of data (e.g., 
ongoing research, interim analyses, preliminary data, or unsupported opinion). 
Provider will require that Faculty disclose when a product is not approved in the 
United States for the use under discussion. 

9. Question and Answer Session. To the extent the Program is a presentation, 
Provider will ensure meaningful opportunities for questioning by the audience. 

10. Financial Relationships / Disclosure. Provider will ensure meaningful disclosure 
to the audience of support from Cephalon and all other supporters if applicable 
and any significant relationship between individual Faculty and Cephalon. All 
meaningful disclosure(s) shall also be made where appropriate including but not 
limited to, syllabi and enduring material. 

11. Representations and Warranties. Provider represents that: 

(a) Neither the Provider nor the Educational Partner, provides promotional or 
markting services to Cephalon; 

(b) If Provider or the Educational Partner has an affiliated company offering 
promotional or marketing services, Provider and/or Educational Partner 
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has instituted appropriate firewall controls and safeguards to ensure the 
Program remains independent, objective, balanced and scientifically 
rigorous. Firewall documents will be supplied by the Provider and/or 
Educational Partner and be approved by Cephalon. 

(c) Provider has determined that it is appropriate to use the Educational 
Partner in light of the requirements under this Agreement; and 

( d) If Provider and/or Educational Partner employ a former Cephalon 
employee who worked at Cephalon at anytime during the most recent 
year, the information will be disclosed and a collective decision by the 
parties shall be made as to how to handle such situation to ensure that 
the Program is independent. 

12. Invitations/Enduring Materials The Program audience will be selected by the 
Provider. The Provider shall be responsible for distributing materials about the 
Program, including invitations, reminder notices, and business reply cards that 
can be used by third parties to obtain any enduring Program material from the 
Provider. As soon as a date is finalized for a live event the Provider will notify 
Cephalon. For enduring material the Provider shall provide copies to Cephalon 
at the same time as first publication/distribution of such material. 

13. Ancillary Promotional Activities. To the extent the Program is a live presentation, 
no promotional activities or product advertisements will be permitted in the same 
room as, or in an obligate path to, the Program. If the Program is a 
teleconference or webcast, no product advertisements or promotional activities 
will be permitted immediately prior to, during, or immediately after the delivery of 
the Program. If the Program is in print format, no product advertisements or 
promotional materials will be interleaved within the pages of the Program. If the 
Program is made available electronically, no product advertisements or 
promotional materials will appear within the Program material or interleaved 
between computer windows or screens of the Program, all as stipulated in 
ACCME Guidelines. 

14. Compliance with Guidelines. Provider represents that the Program, regardless of 
whether it is certified or not, including development of the Program and Program 
materials, shall conform to the American Medical Association ("AMA") Guidelines 
on Gifts to Physicians, the AMA Ethical Opinion on Continuing Medical 
Education, the ACCME Standards for Commercial Support, the FDA December 
3, 1997 Final Guidance for Industry-Supported Scientific and Educational 
Activities, and the Pharmaceutical Research and Manufacturers Association 
("PhRMA") Code on Interactions with Healthcare Professionals. 

15. Logistical Status Reports. Provider and/or Educational Partner shall provide 
periodic reports to Cephalon regarding the management and logistics of Program 
components. 

16. Public Disclosure of Grant Payments. Provider and Partners acknowledge that 
Cephalon is required to publicly disclose certain terms of this grant agreement 
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including the identity of the recipient(s) of the grant, the nature of the activities 
performed by grant recipient(s), and the amount of the grant. 

17. Miscellaneous. 

(a) No party shall use the other party's or its affiliates' name or trademarks for 
publicity or advertising purposes, except with the prior written consent of 
the other party. 

(b) To use the Cephalon logo, the Provider and/or Education Partner must 
contact the Cephalon Grants Cordinator who will supply the logo and 
correct use instructions. 

(c) Provider agrees to obtain all consents, authorizations, approvals and 
releases that may be necessary for the production of the Program and of 
any written materials prepared in connection therewith. 

[This Section is intentially Left Blank] 
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(d) No term, condition or other provision of any attachment or addendum to 
this Agreement shall supersede any term, condition or other provision of 
this Agreement, and with respect to any inconsistency or ambiguity, the 
Agreement shall control. 

IN WITNESS WHEREOF, the parties, by their duly authorized representatives, 
agree to comply with all the terms and conditions of this Agreement. 

MEDICOM WORLDWIDE, INC. 

By._:::::c::f:+.[....C:;~4-..J.;::;:!.~~~-:i...-

Title: . iD 

The above signatory is a duly authorized 
corporate officer of the I EP Provider. 

Date: [ J../g - I I 
TaxlD#:~3 ~D/c/3.1:>~ 

6 

CEPHALON, INC . 

. /11 . /\.... -~ ·----
By: /L ~ ~ 
Namk: Robert Kaper, MD 

i 

Title: Vice Preside u..-,-11111:::,u 

i 
I I! 
Date: (2. (o 1 / tr 

APP}WVED 
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Conference Coverage 

Live from APS 2012 

IOI Washington Street 
Morrisv11le, Pennsylvania 19067 

Phone 215 .337 9991 
Fax 215 337 0959 

Hosted on 
EmergingSolutionsinPain.com (ESP) 

Submitted to: 

Cephalon 

November 8, 2011 
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November 8, 2011 

Cephalon 

Dear Educational Grant Review Committee: 

IOI Washmgton Street 
Morrisvrlle, Pennsylvania 19067 

Phone 215 337.9991 
Fax 215.3370959 

MediCom Worldwide, Inc. is pleased to submit the accompanying grant request to Cephalon Grant 
Committee to support an educational program for pain practitioners. As accredited providers of 
continuing medical education, MediCom Worldwide, Inc. recently completed a comprehensive needs 
assessment which highlighted the need for educational activities addressing educational needs of pain 
practitioners regarding safe opioid prescribing. 

MediCom Worldwide, Inc. is committed to delivering education that addresses gaps in health care 
professional education with the ultimate goal of improving patient care. We are therefore requesting 
funding for the development and presentation of Meeting Highlights from the American Pain Society 31 st 

Annual Scientific Meeting to American Pain Society (APS) delegates and members of the pain 
community. The Meeting Highlights will be in the format of video and available through 
EmergingSolutionsinPain.com (ESP) as updated information is available throughout the APS meeting. 

The educational activities include: (Please see attached proposal for full description.) 

• Meeting Highlights from APS 2012, May 16-19, 2012, Honolulu, Hawaii. 

The total budget for this multi-supported activity is approximately $75,700. The amount requested 
from Cephalon is $5,000. Please refer to the detailed budget for complete grant funding details. 

These scientific events will comply with all ACCME, FDA, AMA, and ACPE regulations for industry 
supported professional continuing education. MediCom Worldwide is accredited by the Accreditation 
Council for Continuing Medical Education to sponsor continuing medical education for physicians, 
approved by the Accreditation Council for Pharmacy Education to provide pharmacy continuing 
education, and approved by the California State Board of Registered Nursing to provide nursing 
continuing education. 

Educational support will be acknowledged on the educational program in compliance with 
Accreditation Council for Continuing Medical Education (ACCME) Guidelines. 

Thank you, in advance, for your consideration of this request. 

Respectfully, ,,_ 

yJr'-1-~ 17' _/./y J 
/ ~ 

Joan Meyer, RN, MA 
Executive Director, Continuing Education 
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NEEDS ASSESSMENT 

IOI Washington Street 
Mornsv11le , Pennsylvama 19067 

Phone 215.337 9991 
Fax 215.337 0959 

Barriers to Effective Opioid Therapies in Moderate-to-Severe Pain Management 
The use of opioids for the treatment of moderate-to-severe chronic pain has been shown to 
be efficacious and has many endorsements from professional societies, associations, and 
clinical guidelines. (1-8] 

Despite numerous therapeutic options in the pain management armamentarium, including 
drugs from a wide variety of pharmacologic classes as well as a variety of drug delivery 
routes and formulations (Table 1 }, a widespread issue of inadequate pain management 
remains a significant problem. The recent Institute of Medicine (IOM) report [9] highlighted 
that for many patients in the USA, treatment of pain remains inadequate despite concerted 
national efforts since the early 90s by organizations and associations such as the Joint 
Commission on Accreditation of Healthcare Organizations (JCAHO), the Veteran's Health 
Administration, the American Pain Society, the American Pain Medicine Association, the 
American Pain Management Association, the American Chronic Pain Association, the 
American Pain Foundation and other professional societies to address this widespread issue 
of unsatisfactorily managed pain. [9-11) 

Table 1. Recommended dru 

• Tramadol 

• Weak 

Ad:uvan 

• T 
• 0 

• 
Other A 

I rednisolone 

NSAIDs=nonsteroidal anti-inflammatory drugs; APAP=acetaminophen 
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Despite the increased attention on pain management and the publication of formal guidelines 

and standards for the management of pain, a significant number of patients continue to live 

daily with unacceptable levels of pain. [9-15] 

The IOM report identified the following reasons for inadequate chronic pain management [9]: 

• Uncertain diagnoses 

• Societal stigma 
• Lack of availability of effective treatments 

• Inadequate patient and clinician knowledge about the best methods to manage pain 

The increased awareness of the efficacy of opioids has resulted in a parallel increase in 

opioid prescribing. This in turn has led to prescription drug abuse becoming the nation's 

fastest-growing drug problem, and data from the National Survey on Drug Use and Health 

(NSDUH) reveals that: 

• An estimated 5.3 million people aged 12 years or older currently use prescription pain 

drugs for nonmedical reasons 

• More than 70% of people who abused prescription pain relievers accessed them from 

friends or relatives [16] 

The growing public health problem and concerns of patient safety includes the risks of 

serious injury or death from accidental/unintentional overdose as well as misuse, abuse, 

addiction, and drug diversion. 

Effective pain control in individuals with acute or chronic pain can be associated with a 

number of benefits, including an increased ability to work, improved function, and performing 

activities of daily living and an improved quality of life. The overall goal of therapy with 

analgesics is to find the minimum dose that adequately manages pain and enhances patient 

function while minimizing any unwanted adverse effects. (17] Considerable evidence 

indicates that opioids have a major role in the treatment of chronic pain of a nonmalignant 

origin. [18, 19) Further, the American Pain Society (APS) and the American Academy of Pain 

Medicine (AAPM) commissioned a systematic review of the evidence on chronic opioid 

therapy for chronic noncancer pain and convened a multidisciplinary expert panel to review 

the evidence and formulate recommendations. [1] The resulting report advocates the benefit 

of chronic opioid therapy, but also recommends the application of risk-minimization 

techniques as preventive measures against potential exploitation, misappropriation, or abuse 

of these legally prescribed analgesics. (1) 

Many physicians have a poor understanding of chronic pain or misunderstand the severity of 

their patients' condition. [9] This is often due to either an inaccurate assessment or an 

underestimation of the significance of their patients' personal experiences (Table 2). In 

particular, concerns about legal liability and fears regarding respiratory depression, 

tolerance, and addiction are common. 

Many of these barriers to effective analgesia are thought to arise from unsubstantiated social 

or legal beliefs, or medical opinions that are not evidence based. [20] 
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Patients have multiple concerns regarding ongoing use of opioid medications for pain 

management. Issues regarding tolerability, addiction or dependency, fears that increasing 

pain may indicate progressively worsening disease, being a "good" patient, and a desire for 

physicians to focus on treating the primary disease have all be cited as patient barriers to 

effective analgesia (Table 2). Difficulties in taking the medication and a lack of understanding 

about the medication have also been considered barriers. Factors related to the health care 

system can also present barriers to effective pain therapy (Table 2). These are primarily 

related to issues of cost, reimbursement, regulations, and availability. 

Table 2. Barriers to Effective Pain Manaeement f 20,211 

• Problems related to health care professionals 

0 Inadequate knowledge of pain management 

0 Poor assessment of pain 
0 Concern about regulation of controlled substances 

0 Fear of patient addiction 

0 Concern about side effects of analgesics 

0 Concern about patients becoming tolerant to analgesics 

0 High prevalence of pain 
0 Pain management is a low priority 

0 Minimal capacitv, resources and time 

• Problems related to patients 
0 Reluctance to report pain 
0 Concern about distracting physicians from treatment of underlying 

disease 
0 Fear that pain means disease is worse 

0 Concern about not being a "good" patient 

0 Reluctance to take pain medications 

0 Fear of addiction or stigma of being thought of as an addict (may be 

more pronounced in minority patients) 

0 Worries about unmanageable side effects 

0 Concern about becoming tolerant to pain medications 

0 Poor adherence with the prescribed analgesic regimen 

0 Cultural attitudes 
0 Rural patients disadvantaged 
0 lnadeouate patient education 

• Problems related to the health care system 

0 Low priority given to cancer pain treatment 

0 Inadequate reimbursement 
0 The most appropriate treatment may not be reimbursed or may be too 

costly for patients and families 

0 Restrictive regulation of controlled substances 

0 Problems of availability of treatment or access to it 

0 Opioids unavailable in the patient's pharmacy 

0 Unaffordable medication 
0 Number of uninsured or underinsured 
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There are numerous guidelines regarding the effective treatment of chronic pain. Despite 
this, there are many barriers to effective application of pain management that can be related 
to the patient, the physician, or the health care system. Increased awareness of potential 

barriers can allow clinicians to more effectively apply effective pain regimens. Adequate pain 

relief is a reasonable and reachable goal for patients once these identified barriers to 
achieving this goal are recognized, addressed, and overcome. Pain clinicians, in 
collaboration with well-educated patients, need to apply current knowledge regarding pain 
management to their daily practices to overcome these barriers. 

Role of Risk-Benefit Analyses in Opioid Therapy 
While the APS guidelines acknowledge the crucial role of chronic opioid therapy in the 
treatment of noncancer pain, these guidelines also emphasize these agents are associated 
with a number of adverse events and risks such as opioid abuse, addiction, and diversion. [1] 
The Food and Drug Administration (FDA) currently estimates that more than 33 million 
Americans age 12 and older misused extended-release and long-acting opioids during 2007 

- up from 29 million just five years earlier, and that in 2006, nearly 50,000 emergency room 

visits were related to opioids. (22) Thus, the APS guidelines emphasize the need for proper 
patient selection that includes a benefit-to-harm evaluation that weighs the potential 
beneficial effects of chronic opioid therapy (ie, decreased pain and improved function) 
against the potential risks. The APS guidelines recommend the following regarding patient 
selection and risk stratification [1,23): 

1. Before initiating chronic opioid therapy, clinicians should conduct a history, physical 
examination and appropriate testing, including an assessment of risk of substance 
abuse, misuse, or addiction (strong recommendation, low-quality evidence). 

2. Clinicians may consider a trial of chronic opioid therapy as an option if chronic 
noncancer pain is moderate or severe, pain is having an adverse impact on function 
or quality of life, and potential therapeutic benefits outweigh or are likely to outweigh 
potential harms (strong recommendation, low-quality evidence). 

3. A benefit-to-harm evaluation including a history, physical examination, and appropriate 
diagnostic testing should be performed and documented before and on an ongoing 
basis during chronic opioid therapy (strong recommendation, low-quality evidence). 

Despite these recommendations, many clinicians have relatively undeveloped skills 

for performing risk stratification pertaining to outcomes associated with the abuse 

liability of opioids. [1] 

In a recent survey of clinicians regarding assessment strategies and practical approaches to 
successful monitoring of chronic pain, approximately 50% of respondents were unaware of 
the most effective techniques for curtailing drug abuse, misuse, and addition. More 
interestingly, only 389/1009 respondents (39%) correctly identified appropriate patient 
selection as the most important focus of practice guidelines for opioid therapy for patients 
with moderate-to-severe chronic pain. (24] This data was reinforced by a recent online 
survey to almost 30,000 loyal pain clinician members of the Emerging Solutions in Pain 
(ESP) website about issues related to their beliefs and knowledge of the long-acting opioid 
Risk Evaluation and Mitigation Strategies (REMS) revealed that almost 13% do not routinely 

use any form of risk assessment screening. [25) 
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Because of these concerns, the FDA announced a new risk reduction program - called 

REMS in April 2011 - for all extended-release and long-acting opioid medications. Key 

elements of this plan include [26]: 

• Expansion of state-based prescription drug monitoring programs 

• Recommending convenient and environmentally responsible ways to remove unused 

medications from homes 
• Supporting education for patients and health care providers 

• Reducing the number of "pill mills" and doctor-shopping through law enforcement 

FDA Commissioner Margaret A. Hamburg, MD, noted that while "opioid drugs have benefit 

when used properly and are a necessary component of pain management for certain 

patients, they pose serious risks when used improperly - with serious negative 

consequences for individuals, families, and communities." Dr. Hamburg asserted that, MThe 

prescriber education component of this opioid REMS balances the need for continued 

access to these medications with stronger measures to reduce their risks." 

The REMS for long-acting opioids focuses primarily on educating doctors about proper pain 

management, patient selection and other requirements, and improving patient awareness 

about how to use these drugs safely. As part of the plan, the FDA wants companies to give 

patients education materials, including a medication guide that uses consumer-friendly 

language to explain safe use and disposal. Further, the FDA wants drug makers to work 

together to develop a single system for implementing REMS. 

It is currently unknown what sort of opioid education program will be developed for 

prescribers, and only a matter of time before mandatory prescriber education on opioids tied 

to Drug Enforcement Administration (DEA) registration to prescribe controlled substances 

obtains congressional approval. 

The results of the REMS survey [25] indicated that less than 70% correctly responded to 

knowledge questions related to REMS and opioid abuse, and 26% thought that the key 

element of REMS MOST necessary included the need for education initiatives for physicians 

and other care team members. Most responders felt that the REMS will have the most 

impact on prescribers (44%) or patients (24.6%), yet 34% had not read or heard about the 

FDA REMS elements, and 72% said that there is currently not enough information available 

to health care professionals about REMS. This was further reinforced by a recent symposium 

audience poll regarding which opioid formulations would be part of REMS where only 20% of 

an audience of 150 responded correctly (27). Interestingly, 68% or 140 audience participants 

thought that the upcoming requirement of REMS to include mandatory education would 

cause prescribers to use this requirement as a way to "opt out" of writing for opioids [27). 

Knowledge and Practice Gaps 
Clinicians have relatively underdeveloped skills for assessing the risks associated with 

opioid abuse liability (ie , misuse, abuse, addition, diversion) and the risk for opioid

related adverse events. Therefore, educational activities designed to improve these 

assessment skills has the potential to decrease the risk of opioid-related adverse events. 
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Clinicians also require education on practical strategies to mitigate risks of adverse 

effects, misuse, abuse and diversion, as well as familiarization with recently enacted 

REMS requirements. 

Appropriate Selection of Op/olds 
Effective pain management includes the delivery of appropriate analgesia while reducing the 

risk of adverse events and preventing aberrant drug-related behaviors (eg, abuse/misuse). [23] 

There are a number of treatment options for patients with acute or chronic pain who require 

opioid therapy. Appropriate selection of an opioid formulation requires consideration of the 

clinical profile of the pain, the characteristics and route of administration, patient's previous 

medications, as well as the patients' potential risk for abuse/misuse. Opioids used for 

moderate-to-severe pain can be classified into various categories: 

• Long-acting opioids (LAOs) including extended-release opioids which have a longer 

onset and longer duration of analgesia. 

• Short-acting opioids (SAOs) have an onset of 3()-45 minutes and a shorter duration 

of analgesia. 

• Rapid-onset opioids (ROOs) have an onset of 15 minutes or less and a shorter 

duration of analgesia. 

Extended-release {ER) formulations have advantages for patients who require continuous, 

around-the-clock analgesia for an extended period of time. This type of formulation is most 

appropriate for those who have relatively constant chronic pain. [17] A disadvantage of the 

ER formulation is that it is more difficult to titrate to specific levels of pain, particularly for 

those with fluctuating levels of pain. Fluctuating pain is a common feature of chronic pain 

syndromes such as low back pain and temporomandibular pain. 

Because the onset of pain relief is slower with an ER formulation, there is the potential for 

patients to overdose if they use an ER product to treat acute pain because they may take an 

additional dose before the onset of effect occurs. Another disadvantage is that side effects 

are slower to dissipate with ER formulations. Thus, immediate-release formulations (with or 

without acetaminophen) are best for patients who require rapid onset of analgesia, those 

who have episodic increases in chronic pain intensity, and those with breakthrough pain . [29] 

Breakthrough pain is defined as a temporary flare in pain in persons with otherwise 

controlled chronic pain and is a common phenomenon, occurring in 50% to 90% of patients 

with malignant or nonmalignant chronic pain. [17] Thus. matching the formulation to the 

temporal variations in pain can optimize efficacy and minimize the risk of adverse events. [17] 

Ongoing assessment which not only looks for stabilization but also progression to a goal of 

maximizing symptom relief and functionality while minimizing adverse effects should be the 

priority. The therapeutic strategy that guides the administration of chronic opioid therapy is 

opioid optimization. This should involve an ongoing process of assessment and monitoring, 

coupled with specialized knowledge which is aimed at selecting the best opioid medication 

for the individual patient. [28] 

Certain characteristics of these drugs and their formulations can determine the potential for 

abuse and addictive behaviors among certain patients. (30] Opioid formulations can either 
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employ an abuse-deterrent or tramper-resistant strategy. Abuse-deterrent formulations are 

those that contain substances that make the formulation less attractive to abusers. This 

typically includes the addition of an opioid receptor antagonist such as naloxone. [31] A 

tamper-resistant formulation is designed to be difficult to crush or dissolve, thus making 
chewing, snorting, or injecting the medication more difficult. [31] 

In order to develop educational materials to guide the development of a strategy of opioid 

optimization, the medical literature indicates that there are many gaps in practitioner 
knowledge, skills, and behaviors that need to be addressed. There is very little material 

regarding the pharmacological differences between the various opioid medications, eg, 

comparing the varying effects and metabolic characteristics of such commonly used long

acting medications as morphine, oxycodone, hydromorphone, oxymorphone, and fentanyl. 

These drugs all have differing receptor and metabolic profiles which will determine 
differences in efficacy and adverse side effects. There is also a lack of knowledge among 
practitioners regarding differences in opioid formulations designed to prevent abuse or 

misdirection of medication. 

Data collected at a recent symposium held in conjunction with the 22nd Annual Clinical 

Meeting of the AAPM revealed that more than 60% of the audience polled felt that they were 
less than confident that all of their chronic pain patients on ER or LA opioid formulations 

would have documentation of a standardized pain assessment and risk evaluation in each 

patient chart. [271 

Knowledge and Practice Gaps 
The type of drug, the route of delivery, and the formulation of opioids can affect efficacy, side 

effects, and abuse potential. Therefore, clinicians require a detailed knowledge of the 
pharmacology, pharmacokinetics, and formulations of various treatment options so that pain 

pharmacotherapy is optimized and abuse/misuse is minimized. 
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This activity is designed to provide a focused coverage of the 31 st Annual Scientific Meeting of the 
American Pain Society. Using a format that focuses on the most significant developments from the 
meeting, plus post-meeting reviews of specific topics related to chronic non cancer pain. The rapid 
turnaround and posting of these reports ensure that readers can learn key data promptly after they are 
presented, while the post-meeting reviews offer expert commentary of the relevance of the latest 
findings in the context of current treatment practices. Our objective is to provide timely, relevant 
information for the practicing clinician with the goal of enhancing patient care in the area of chronic 
pain management. 

Our use of opinion-leading faculty is an essential component of the coverage. Our expert physician 
moderator provides evaluation of the data and utilizing an interview format will discuss with the 
presenting faculty the likely contribution to patient management and practice. 

Conference highlights will be available to the more than 30,000 members of the ESP website, and in 
addition coverage will be distributed to a target audience of approximately 6,200 including the 
attendees of the APS meeting as live clinician interviews are conducted. 

How will the program benefit delegates? 
ESP is proposing to provide dynamic and real-time updates to both the APS attendees and our target 
audience, through an on-the-floor HD video clinician interviews live from Honolulu, Hawaii which will: 

• Alert meeting attendees that they may receive the meeting highlights through the ESP website 
and ESP Radio 

• Allow attendees to download ESP Mobile to their 3G network-enabled phones 
• Allow attendees to view the on-air interviews with the clinician thought leaders, live and in

person, at APS meeting or on the ESP website 

This program would therefore benefit the following: 

• APS delegates attending the 2012 APS meeting who were unable to attend all the sessions 
• ESP members unable to attend the 2012 APS meeting 
• 30,000 ESP members plus an additional distribution to approximately 5,000 clinicians who 

have indicated a need to increase their knowledge of pain management 
• On-demand formats would enable clinicians to listen or view discussions from anywhere and 

al anytime 

Target Audience 
The primary audience of the Meeting Highlights from APS will be pain practitioners and other allied 
health care professionals who provide care to patients with acute or chronic pain. These include: 

• Attendees of APS 2012 Meeting 
• Members of ESP 
• Target list of healthcare clinicians who have identified interest in ongoing education in pain 

management 5,000 
• Subscribers to ESP Mobile 
• Current listeners of ESP Radio 
• Clinicians who have downloaded ESP Mobile 
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1. Apply recent data regarding safety and efficacy of current and novel approaches to chronic 

non cancer pain 

2. Integrate recent communications, data, and educational plan related to the role of REMs in 

opioid management 

3. Apply guidelines and best practice strategies in patient selection and treatment of chronic non 

cancer pain management 

Format and Awareness 

Meeting Highllghts at APS 2012 will be HD video clinician interviews accessable via the ESP 

website and ESP Radio which can be also be accessed via ESP Mobile (a Smartphone 

application). The interview sessions will be archived on the ESP website for a period of one year 

to enable more health care participants to access the information presented . 

Audience Generation Activities 

To date, more than 30,000 multidisciplinary, multispecialty providers have become members of the 

ESP site, with more than 284,000 unique user sessions in 2010. MediCom Worldwide will send an 

email to registered providers announcing the program on the ESP site. 

ESP BACKGROUND AND CASE STUDY 

Emerging Solutions in Pain (ESP) was launched in 2005 as a broad-based initiative employing an 

integrated communication approach to education and information dissemination. ESP's goal is to 

assist clinicians in managing the challenges of providing appropriate treatment to patients with chronic 

pain, while also minimizing the potential risk for opioid misuse, abuse, and diversion. 

Since launch, ESP website has documented success in achieving its goals and mission: 

• ESP membership has grown phenomenally since launch. The current membership is more 

than 30,000 health care professionals 
- Membership represents those clinicians who are willing to provide key identification 

data in order to obtain access to education, tools, and training 

• ESP membership demographics includes all members of the mu~idisciplinary team, with 

physicians and nurses being the most represented. The ESP membership reflects a diverse 

spectrum of clinical specialties, including the following physician specialties: 

- Pain management specialists 
- Anesthesiologists 
- Primary care physicians 
- Physical medicine and rehabilitation specialists 

• In 2010, ESP had: 
- More than 284,350 unique user sessions 

- More than 770 unique user sessions daily 

- An average user session length of more than 8 minutes, 26 seconds 
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• In the first six months of 2011, ESP has continued to educate clinicians at a rate consistent 
with 2011 . However, in the third quarter of 2011, ESP's access rate by clinicians has 
increased significantly. In the three month period of July 1 - September 30, 2011, ESP had: 

o More than 91,470 user sessions 
o More than 990 unique user sessions daily 
o An average user session length of more than 8 minutes, 29 seconds 

• ESP has been awarded both HONCode and Web Medica Acreditada (WMA) certification, the 
only two worldwide organizations certifying web sites adhering to the strictest guidelines and 
ethical standards of presenting credible and reliable information for health care professionals 

• ESP has been recognized for both content and innovative design with numerous international 
awards 

• ESP content has been rated highly in terms of usefulness (4.1), quality (4.1), change in clinical 
practices (3.8) and commitment to change (4.0)* 

• ESP educational activities have led to the following key changes in clinical practice: patient 
assessment (22.6%), patient monitoring (19.1%), documentation (12.2%), risk strategy 
(13.9%), pharmacological management (13.9%), and other(18.3%)1 

ESP Mission Statement 
Emerging Solutions in Pain (ESP) is an ongoing educational initiative developed to address some of 
today's most critical issues in pain management. These issues involve balancing fundamental rights of 
patients and clinicians with the challenge of risk containment for opioid misuse, abuse and addiction 
associated with medical prescribing and use of controlled substances. Through evidence-based 
scientific data, validated tools, and the expertise of a cadre of leading pain and addiction medicine 
experts, the ESP program provides clinicians with guidance in the implementation of good practice 
management techniques. Site features and programs emphasize favorable interaction with regulatory 
and law enforcement agencies, as well as effective assessment, monitoring and documentation 
strategies; all of which contribute to the overall goal of optimizing outcomes for patients in pain. 

Evidence of Efficacy: Online Educational Activities at the ESP Website 
In 2010, MediCom conducted a focused outcomes analysis concerning the efficacy of translating 
knowledge gained in an on line environment to practice-based patient care. The 201 O Emerging 
Solutions in Pain outcomes study utilized case vignettes given to participants in online activities at the 
ESP website, as well as to non-participants who did not visit the ESP website. The results of this 
comparative study were significant: "At least 137,643 patients with chronic pain seen by 4,171 
health care providers who participated In Emerging Solutions in Pain are 30% more likely to 
receive evidence-based care than those seen by healthcare providers who did not participate 
in the activity, specifically In: 

• Treating a patient with chronic pain who is at moderate risk for aberrant behavior 

• Recognizing the benefit of using a strategic precautionary approach to assessment and 
management of a patient with chronic pain 

• Assessing a patient's OTC medications prior to stopping opioid therapy when the patient's 
urine drug screen is positive for methamphetamines 

*The numbers in brackets represents the average overall rating by ESP members to October 201 O where 
5 = highest and 1 = lowest 
~Other - includes teaching, further research, and sharing with colleagues. 
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• Utilizing risk assessment tools such as the Opioid Risk Tool (ORT) and the Screener and 
Opioid Assessment for Patients with Pain (SOAPP)" 

The results of this outcomes study were presented as a poster at the 2010 PAINWeek meeting; see 
below for the complete abstract. 

An Assessment of Internet-based (Emerging Solutions in Pain) CME Activities for Pain Physicians 
Bronwyn Boyes, PharmD,* Joan Meyer, RN, MHA,* Benjamin Whitfield,t Gregory Salinast 
*MediCom Worldwide, Inc., 101 Washington Street, Morrisville, PA 
tcE Outcomes, LLC, Birmingham, AL 

Background 
Physicians are increasingly utilizing the Internet, and in particular, trusted independent websites, as an 
essential component of obtaining professional information, as a source of continuing medical 
education (CME), and as a communication lifeline at the point of care. Emerging Solutions in Pain 
(ESP) was launched in 2005 with a leading cadre of experts in pain management and addiction 
medicine. ESP is a robust and multi award-winning ongoing educational initiative which provides an 
array of information, resources, tools, and case studies to the management of chronic pain. It aims to 
inform clinicians of methods of communication, ways in which risk of abuse may be measured, and 
how highlight and educate clinicians on the complexities surrounding to integrate these strategies into 
an individualized treatment plan. Membership is free to all health care professionals. 

Aim 
The purpose of this study was to determine the effectiveness of two Internet-based CME activities, 
Assessment Strategies and Practical Approaches to Successful Monitoring of Chronic Pain, and 
Minimizing Risk and Improving Outcomes in Chronic Pain, included on the educational initiative, 
Emerging Solutions in Pain (ESP). Both programs focused on the safe and effective treatment of 
chronic pain while minimizing the risks of misuse. 

Methods 
A post-activity assessment study was conducted 3-5 months after completion to determine the 
effectiveness of two CME activities on the practice patterns and knowledge of physicians who manage 
chronic pain patients. Effectiveness was measured using a case-based survey designed to assess 
whether the diagnostic and therapeutic choices of program participants were consistent with evidence
based content of the CME activities. 

The survey was also administered to a demographically similar control group of physicians who did not 
participate in the educational program in order to assess differences in practice choices. The 
participant group was selected from a list of physicians completing the course and also agreeing to 
participate in future self-study activities. The control group was selected at random from the AMA 
Master File. The participant and control groups were matched on the following characteristics: 
physician specialty, degree, years in practice, whether or not direct patient care was their primary 
responsibility, and the number of patients seen per week with chronic pain. 

CE Outcomes independently reviewed the educational objectives and content of ESP to define a 
series of key measurement indicators to frame case vignette questions, which were presented to 
participants and nonparticipants. 
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Data were analyzed using frequencies, followed by T-tests to analyze the differences between the 

mean evidence-based responses of the 50 participant and the 50 nonparticipant physicians. 

Differences between the two groups were considered significant if the P value was s0.15. 

An effect size was calculated using the Cohen's d fonnula to determine the amount of difference 

between the evidence-based responses of the participants vs. nonparticipants. The calculation is 

expressed as a non-overlap percentage, or the percentage achieved by participants that was not 

reflected in the evidence-based responses of nonparticipants. 

Results 
A total of 4,171 physicians (MDs/DOs) who practice in pain management seeing approximately 

137,643 chronic pain patients participated in ESP CME activities over a 3-month period. Responses 

from 50 participant and 50 control nonparticipant primary care physicians (PCPs) and pain specialists 

were collected for analysis. Case vignettes were used to predict practice patterns and measure a 

physician's process of care in actual clinical practice. 

Conclusion 
Physicians who participated in ESP CME activities are more likely to practice evidence-based care of 

chronic pain patients than those who did not participate in these activities, specifically: 

• Participants were more likely to recognize that a strategic precautionary approach to 

assessing a patient with moderate risk for aberrant behavior will reduce the likelihood of 

becoming a high-risk patient (P=.086). 
• Participants were more likely to start a patient with severe pain that is not controlled with 

acetaminophen and NSAIDs who demonstrates moderate risk for aberrant behavior on 

multimodal therapy (P=.059). 
• Participants were more likely to recognize that some over-the-counter medications cause a 

false-positive urine test and would assess a patient's OTC medications prior to stopping the 

patient's opioid therapy (P= .131 ). 
• Participants were more likely to recognize the need to utilize a standard risk assessment tool 

(such as the ORT or SOAPP) as the best approach to stratifying risk in a patient in the 

primary care setting (P=.06). 

The large effect size (30%) suggests that the ESP Internet-based CME programs offer effective, 

cred ible and high-impact education. These programs are available on-demand and in multiple formats 

to suit the learning preferences of physicians. 
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The final report to be sent to you 90 days after this activity has been completed will include the 
following metrics and outcomes: 

Metric Measures: 
• Website User Sessions 
• Smartphone User Sessions 
• ESP Radio Sessions 

Outcome Measures: 
• L 1 - Participation (Registrant Data); 
• L2 - Satisfaction (Rate Level of Satisfaction); 
• L3A - Declarative Knowledge (Learning Objectives Met); 
• L4 - Competence (Plan to Make a Change); 
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The activity will be planned and implemented in accordance with the Essential Areas and Policies of 

the Accreditation Council for Continuing Medical Education (ACCME). MediCom Worldwide, Inc. is 

accredited by the ACCME to sponsor continuing medical education programs for physicians. MediCom 

Worldwide, Inc. will designate this educational activity for a maximum of 1.0 hours in category 1 credit 

towards the AMA Physician's Recognition Award, depending on the format type. 

Educational activities that are designated for continuing medical education have guidelines and 

requirements which to adhere. These programs will adhere to the ACCME Standards of Commercial 

Support as well as all other applicable guidelines including FDA, OIG, and PhRMA CME credit for 

physicians by the Accreditation Council. 

CPE Credit 
MediCom Worldwide, Inc. is accredited by the Accreditation Council for Pharmacy Education (ACPE) 

as a provider of continuing education. MediCom Worldwide, Inc. CE programs are developed in 

accordance with the "Criteria for Quality and interpretive Guidelines' of the ACPE. This program is 

acceptable for 1.0 contact hours of continuing education credit 

CNE Credit 
MediCom Worldwide, Inc. is approved by the California Board of Registered Nursing. MediCom 

Worldwide, Inc. designates this activity for 1.0 contact hours. 
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Conference Coverage 
Live from APS 2012 

Grant Funding Request and Payment Structure 

The amount requested to fund this initiative is: $5,000 

Budget Reporting and Reconclllatlon 

Appropriate Use of Commercial Support 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax 21 S 337.0959 

A. Funds should be in the form of an educational grant made payable to: 

MediCom Worldwide, Inc. 
101 Washington Street 
Morrisville, PA 19067 
Tax ID# 23-3063738 

B. No other funds from Cephalon paid to the program director, faculty, or others involved with this 

activity {additional honoraria, extra social events, etc). 

C. MediCom Worldwide, Inc. will furnish the commercial interest with documentation detailing the 

receipt and expenditure of the commercial support within 90 days of activity completion. 

Proposed Payment Structure 

• 100% due upon signing agreement 
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Conference Coverage 
Live from APS 2012 

Compliance and Conflicts of Interest 

Firewall/Independence Statement 

IOI Washmgton Street 
Morrisv1llc, Pennsylvania 19067 

Phone 215.337 9991 
Fax 215 337 0959 

MediCom Worldwide, Inc. (MediCom) is a privately held, independent, for-profit, medical education 
company with a Federal Tax Identification Number registered in the State of Pennsylvania and who 
maintains bank accounts, financial and employee reporting structures unaffiliated with any other entity. 

MediCom is not owned by, part of, or controlled by any business entity that produces, markets, re
sells, distributes or otherwise participates in or profits from the distribution, promotion or sale of health 
care goods or services consumed by, or used on, patients. 

MediCom is an accredited provider of education for medical, pharmacy and nursing professionals. 
MediCom is structured to provide CME programs to physicians that will advance health care practice and 
patient outcomes. Established in 1993, MediCom is accredited by the ACCME (Accreditation Council for 
Continuing Medical Education), ACPE (Accreditation Council for Pharmacy Education), and approved by 
the California Board of Registered Nursing to provide continuing education credits to nurses. 

MediCom only provides continuing education for physicians, pharmacists, nurses, and other 
professional health care providers and does not provide promotional activities for any pharmaceutical 
and/or medical device manufacturing company. 
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Conference Coverage 
Live from APS 2012 

MedlCom Worldwide, Inc. 
www.MediComWorldwide.com 

l O l Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215 337 9991 
Fax 215 337 0959 

Established in 1993, MediCom Worldwide, Inc. is a full-service, accredited, independent medical 
education company that has educated almost a million health care professionals through more than 
800 diverse educational activities. 

Central to our practice is the emphasis on compliant, scientifically rigorous, and performance-improving 
outcomes-based quality content, built on demonstrated educational gaps, together with cutting-edge 
technological delivery mechanisms in multiple formats that facilitate learner-centered education. 

We support the CE needs of physicians, nurses, pharmacists, and other health care professionals, 
and we are CE-accredited to provide the following: 

1. CME credit for physicians by Accreditation Council for Continuing Medical Education 
(ACCME) through March 2015 

2. CPE credit for pharmacists by the Accreditation Council for Pharmacy Education (ACPE) 
through 2012 

3. CNE credit for nurses by the California Board of Registered Nursing through 2013 

We work closely with experts and a variety of key opinion leaders in our advisory committees in the 
development, delivery, and enhancement of our edu_cational programs. 

We at MediCom Worldwide, Inc. take pride in our advanced innovative concentration on adult learning 
principles and instructional design techniques that incorporate interactive, learner-centered, 
segmented methods of instruction. 

MediCom Worldwide, Inc. is an independent medical education company dedicated to serving as a 
primary resource to health care professionals in providing state-of-the-art, evidence-based, fair and 
balanced activities to physicians and other allied health care professionals that will positively influence 
patient outcomes. 
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Conference Coverage 
Live from APS 2012 

Statement of Conflict Resolution and Disclosure 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215 337.9991 
Fax 21 5 337 0959 

In accordance with the ACCME Standards for Commercial Support: Standards to Ensure 
Independence in CME Activities, as well as the ACPE Standards for Continuing Phannacy Education: 
Standards for Commercial Support, it is the policy of MediCom Worldwide, Inc. to ensure balance, 
independence, objectivity, and scientific rigor in all of its activities. 

MediCom Worldwide, Inc. requires everyone who is in a position to control the content of a CME-, 
CNE-, or CPE-accredited activity to disclose all relevant financial relationships with any commercial 
interest. This information is utilized to: a) determine if a conflict exists, b) resolve the conflict by 
initiating a content validation process, and c) advise learners of this information. Any individual who 
refuses to or chooses not to disclose relevant financial relationships will be disqualified from participating 
as an instructor, planner, or manager and cannot have control of or responsibility for the development, 
management, presentation, or evaluation of an accredited activity certified by MediCom Worldwide, Inc. 
MediCom Worldwide, Inc. has defined all those in a position to control content as faculty, authors, 
presenters, planning committee members, and internal staff who are in a position to write, alter, or 
impact the content of an activity certified for CME, CPE, and/or CNE. 

Disclosures received by MediCom Worldwide, Inc. from individuals in a position to control content are 
made transparent to learners prior to participating in all activities. MediCom Worldwide, Inc. discloses the 
following information to learners: a) the name of the individual, b) the name of the commercial interest(s), 
and c) the nature of the relationship that the individual has with the commercial interest. MediCom 
Worldwide, Inc. also discloses to learners the name(s) of commercial interests supporting each CME, 
CNE, and/or CPE activity. 

Should a conflict of interest be identified, a content validation process is initiated to ensure that the 
content or format of the activity and related materials will promote improvement or quality in health 
care and not promote a specific proprietary business interest of a commercial entity. It is the policy of 
MediCom Worldwide, Inc. to conduct an unbiased review of all planned content for CME, CPE, and/or 
CNE activities certified for credit to ensure adherence to the ACCME, ACPE, and CNE content 
validation statements and to resolve any actual or perceived conflict of interest that exists. MediCom 
Worldwide, Inc. employs three primary metrics to validate content: a) fair balance, b) the scientific 
objectivity of studies mentioned in the materials or used as the basis for content, and c) 
appropriateness of patient care recommendations made to the learner. 
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,."' Proposal Number: 11-431a 

o 101 Washington St, Suite 110 
I Morrisvile, PA 19067 

I • 
Meeting Highlights from the 2012 APS Annual Scientific Meeting 

September 6, 2011 

Cost Summarv. Meet/no Hiahl/ahts 

Approximate Total, Out-of-Pocket Expenses $ 

Total Time of Staff Exnenses $ 

Meeting Highlights from the 2012 APS Annual Scientific Meeting $ 

Detailed Budaet Itemization 
Out-of-Pocket Exoenses Aooroxlmate 

Exhibit space rental $ 

Independent peer review (1 activity, 1.0 hour CME) $ 

Faculty honoraria (5 faculty members) $ 

Moderator honorarla (1 moderator) $ 

Moderator expenses 

Air $ 

Hotel (3 nights) $ 

Ground transportation $ 
OOP (3 days) $ 

MedlCom expenses: 2 MCWW staff 

Air $ 

Hotel (4 nights) $ 

Ground transportation (shared transportation) $ 

OOP (4 days each) $ 

Meeting management staff expenses: 1 staff 

Air $ 

Hotel (4 nights) $ 

Ground transportation (shared transportation) $ 

OOP (4 days) $ 

Audio/Visual services $ 
lndudes all A/1/ services for filming of up to 5 dinical expert interviews on location at APS meeting; includes 
filming, studio set rental, electric charges, remote switching, Internet fees, equipment shipping and all on-site 
production services; on-site AN management; travel for A/1/ staff member 

MNtlng highlights production $ 

Includes video interview and graphics editing; programming for posting on Emerging Solutions in Pain website; 
Q&A testing, posting of finished program 

Hosting, maintenance and troubleshooting (12 months) $ 

Recruitment $ 

lndudes all labor, creative support services and transmission fees for development, programming and 
execution of banners and blast email campaign to members of the Emerging Solutions in Pain and MedicalEd 
websites 

Data management $ 

Confidential 

47,750 

27 950 

75,700 

Total 

5,000 

1,620 

3,750 

3,000 

800 

750 

100 

300 

1,600 

2,000 

100 

400 

800 

1,000 

100 

200 

10,900 

6,800 

1,800 

4,100 

680 
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Proposal Number: 11-431a 

101 Washington St, Suite 110 
Morrisville, PA 19067 

Meeting Highlights from the 2012 APS Annual Scientific Meeting 

September 6, 2011 

Detailed Budget Itemization 
Out-of-Pocket Exoem,es Annroxlmate. continued 

Meeting management $ 

Includes on-site meeting supervision, direction; venue coordination ; travel coordination for faculty and staff; 

coordination of associated meeting logistics and client services management 

Miscellaneous (non-fulfillment shipping, faxes, FedEx, etc.) $ 

Aaoroxlmat• Total, Out-of-Pocket Expenses s 
nme of Staff Exoenses 

Project management 

Strategic development, account management $ 

Coordination with faculty $ 

Coordination and supervision or internal teams $ 

Preparation and coordination of status meetings/updates $ 

Medical services 

Meeting highlights development, faculty identification and management $ 

Copy writing $ 

Onslte management (2 staff members @ 3 days) $ 

Accreditation for one hour of CME, CNE, CPE $ 

Administrative and accountlna fees $ 

Total, Time of Staff Exnanses $ 

Total 

1,700 

250 

47,750 

Total 

4,000 

1,200 

900 

600 

3,000 

600 

7,200 

10,000 

450 

27,950 
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March 8, 2001 
P. Andrew Pyfer 
Product Manager 
Cephalon1 Inc. 
145 Brandywine Parkway 
West Chester, PA 19380 

Dear Mr. Pyfer: 

The University of Wisconsin Medical School is accredited by the Accreditation council for 
continuing Medical Education to sponsor continuing medical education for physicians and 
MediCom is an ACPE-approved provider of pharmacy continuing education, as well as an 
approved provider of nursing continuing education through the California State Board of 
Registered Nursing. 

A comprehensive needs assessment has identified interests of health care providers who manage 
patients suffering from pain. Based on this educational need, we are requesting an educational 
grant from Cephalon, Inc. to support the development and implementation of several continuing 
education activities on the subjects of effective pain management techniques and the changing 
guidelines to improve pain management. The budget to fund these activities is approximately 
$691,200. Individual participant expenses will be covered under a separate agreement. 

Proposed Educational Activities 
Three Regional Symposia: conducted with renown faculty in the Northeastern, Western, and 
Southern U.S 
Development and dissemination of a "Profiles in Pain Management" News Jetter for pain 
management specialists 
Development and production of three self-study program materials in CD, audio tape fonnats 
Development and implementation of a self-study "800" CE line 
Procurement of Profiles in Pain Management URL 
Design and technological development of Profiles in Pain Management web page 
Adaptation and production of self-study programs offered via the Internet 

These scientific activities, developed independently and presented live as symposia in three cities 
and then as enduring CME material in various formats, will comply with all ACCME, FDA, 
AMA, and ACPE regulations for industry-supported professional continuing education. The 
target audience for these activities are pain management specialists, oncologists and 
anesthesiologists. 

As a supplement to our direct mail and web site announcement of these educational activities, we 
request Cephalon representatives to disseminate information regarding these programs to the 
medical community. 

4599 Main Street 
Kingston, NJ 08528 

609-688-0065 
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However, the content of such information is the responsibility of the accredited provider and any 
such distribution will be solely as a supplement to provider's primary method of announcement 
and promotion. 

Thank you, in advance, for your consideration of this request. Should you agree to provide 
funding for this project, Letters of Agreement wi11 be forwarded to you as soon as possible. 

Respectfully, 

Joan Meyer RN, MA 
Director, Continuing Education 

cc: Ann Bailey, University of Wisconsin Medical Schoo] 

4599 Main Street 
Kingston, NJ 08528 

609-688-0065 
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Cephalon Review of Education Grant 

The attached Grant amount has been reviewed by members of the MEP team. 

Program Name: Unrestricted Educational Grant: "Effective Pain Management 
Techniques and the Changing Guidelines to Improve Pain Management" 

Department Name Signature Date 

Medical Affairs Kiumars Vadiei \ J)o/•/ tj 

Legal Scott Melville -;l lo/ o/ 
Regulatory Ken White 

~/1 t(d I 

Marketing Andy Pyfer !:r/<I of Lynne Brookes 

<rleft,Se.-, r<l-w-r"- <1--c uµ-,_~e, ~:~ & to-s:>2.) 

b S-";ttr- cs::+:-. 

~LL{~ 
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:MEDICAL EDUCATION AGREE:MENT 

As a condition of Cephalon, Inc's contribution of funds to support an independent_ 
medical education program (with or without CME credits), tlie Scientific and Educational 
Activity provider agrees to the following terms and conditions: 

This Agreement ("Agreement") is entered into as of April 16. 2001 by and 
between Cephalon, Inc. ("Cephalon") and Medicom ("Provider") regarding a medical 
education program sponsored by Cephalon entitled "Effective Pain Management 
Techniques and the Changing Guidelines to hnprove Pain Managment". The parties' 
mutual objectives are to provide a balanced, independent, scientifically rigorous program 
to promote the education of attendees. 

1. Statement of Purpose. This program is for scientific and educational purposes 
only and not to promote any commercial drug products. 

2. Control of Content and Selection of Presenters and Moderators. The provider 
is ultimately responsible for the control of content and selection of presenters and 
moderators. Cephalon or its agents may respond to requests initiated by the provider for 
suggestions of presenters or sources of possible presenters. Cephalon will suggest more 
than one name (if possible); will provide speaker qualifications; will disclose financial or 
other relationships between Cephalon and speaker; and will provide this information in 
writing. Provider will seek suggestions from other sources, and will, in its sole discretion, 
select presenters and moderators. 

3. Disclosure of Financial Relationships. Provider will direct speakers and 
moderators to disclose to the audience commercial support or funding or other significant 
financial relationships between the speakers and moderators and Cephalon and/or any 
other commercial company whose products are pertinent to the content of the 
presentation. Provider will disclose Cephalon' s support at this pro gr.~. 

.. :·~ -:-_;;-

4. Involvement in Content. There will be no "scripting," emphasis, or influence 
on content by Cephalon or its agents. However, Cephalon may provide technical support 
to speakers, e.g., furnishing slides or data, upon their request. 

5.· Ancillary Promotional Activities. No promotional activities will be permitted 
in the same room as, or in the obligatory path to, the educational activity. No product 
advertisements will be permitted within the program or handouts. 

6. Objectivity and Balance. Provider will advise presenters that data regarding 
Cephalon products (or competing products) are to be objectively selected and presented. 
Provider will provide the opportunity for speakers and the audience to discuss 
information, both favorable and unfavorable, about the product(s) and/or alternative 
treatments. 

TEVA_MD L_A_ 01850070 
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7. Limitations of Data. Provider will request the speakers, to the extent possible, 
to disclose limits on the data, e.g., that it involves ongoing research, interim analyses, 
preliminary data, or unsupported opinion. 

· ·· 8. Discussion of Unapproved Uses. Provider will request that presenters disclose 
when a product is not approved in the United States for the use under discussion. 

9. Actig® Risk Management Program. Provider is aware that Actiq (oral 
transmucocsal fentanyl citrate) [C-II] was approved subject to a Risk 
Management Program (RMP). The RMP includes key safety messages that 
are essential to the safe use of this product. They are: 

► Actiq is indicated only for the management of breakthrough cancer 
pain in patients with malignancies who are already receiving and who 
are tolerant to opoid therapy for their underlying persistent cancer 
pain. 

► Actiq is contraindicated in the management of acute or postoperative 
pain, because life-threatening hypoventilation could occur at any dose 
in patients not taking chronic opiates. 

► This product must not be used in opiod nontolerant patients. 
► Patients considered opiod tolerant are those who are taking at least 60 

mg Morphine/day, 50 mcg tansdermal fentanyl/hour, or an 
equianalgesic dose of another opioid for a week or longer. 

► Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep 
all units from children and discard properly. 

10. Opportunity for Debate. Provider will ensure opportunities for questioning by 
attendees and scientific debate with and between presenters. 

11. Independence of Provider in the Use of Contributed Funds. 

(a) funds should be in the form of an educational grantm¢e payable to the 
provider organization. · ·· --

(b) Provider must be advised of all other support by Cephalon of the CME 
activity (e.g., distributing brochures, preparing slides). If Provider disapproves of this 
activity, it shall promptly notify Cephalon. 

(c) no other funds from Cephalon will be paid to the program director, faculty, 
or others involved with this CME activity, e.g., additional honoraria. 

12. General. 

(a) Cephalon agrees to abide by all requirements of the ACCME Standards for 
Commercial Support of Continuing Medical Education, and acknowledges receipt of a 
copy of those standards. 
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(b) Provider agrees to: (1) abide by the ACCME Standards for Commercial 
Support of Continuing Medical Education; (2) acknowledge educational support from 
Cephalon in program brochures, syllabi, and other program materials; and (3) upon 
request, furnish Cephalon with a report concerning the expenditure of the funds provided 
by Cephalon. · ·· 

IN WITNESS WHEREO:F, the _parties hereto have executed this Agreement as of 
the day and year first above written. 

[PROVIDER] CEPHALON, INC. 

By:~) 
Name: )anMe e; 

-'-'l----+=--"--___;_--1tt~ALDEPT. 
Lynne . Brookes 

Title: Director, Continuing Education VP of Marketing 
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From the desk of... 
JOAN MEYER, RN, MA 

2 Lavender Drive 
Princeton, NJ oe54o 

Phone 732-274-9495 
Outside NJ 800-408-4242 

Fax 732-274-2836 
Email Joan @MedicalEd.com 

/ - AAlhU,.. ~ • 
~fa~~ 
~ j fa ~ ~ 
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~ UPS Next Day Air Saver® 
~ Shipping Document 

See instructions on back. Call 1-800-PICK-UPS (800-742-5877) 
for additional information. 

NAME C.: TELEPHONE 

Cox·r,-e.,..,~~ 610-344-0200 
COMPANY · ~ 

CEPHALON INC . 
STREET ADDRESS 

145 BRANDYWINE PKY 
CITY AND$TATE ZIP CODE 

WEST CHESTER 
2 EXTREMELY URGENT DELIVERY TO 

DIMENSIONAL 
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p 
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MEDICAL EDUCATION AGREEMENT 

As a condition of Cephalon, Inc's contribution of funds toisupport an independent 
medical education program (with or without CME creditsJ, the Scientific and Educational 
Activity provider agrees to the following terms and conditrons: 

This Agreement ("Agreement") is entered into as ~f April 16, 2001 by and 
between Cephalon, Inc. ("Cephalon") and Medicom ("Prowider") regarding a medical 
education program sponsored by Cephalon entitled "Effective Pain Management 
Techniques and the Changing Guidelines to Improve PainlManagment". The parties' 
mutual objectives are to provide a balanced, independent, ~cientifically rigorous program 
to promote the education of attendees. · 

i 

1. Statement of Purpose. This program is for scie,tific and educational purposes 
only and not to promote any commercial drug products. i 

2. Control of Content and Selection of Presenters and Moderators. The provider 
is ultimately responsible for the control of content and sel~ction of presenters and 
moderators. Cephalon or its agents may respond to reque*s initiated by the provider for 
suggestions of presenters or sources of possible presentersf Cephalon will suggest more 
than one name (if possible); will provide speaker qualifica~ions; will disclose financial or 
other relationships between Cephalon and speaker; and wi~l provide this information in 
writing. Provider will seek suggestions from other sourcesj, and will, in its sole discretion, 
select presenters and moderators. 

! 

3. Disclosure of Financial Relationships. Provide[will direct speakers and 
moderators to disclose to the audience commercial suppo or funding or other significant 
financial relationships between the speakers and moderato sand Cephalon and/or any 
other commercial company whose products are pertinent tp the content of the 
presentation. Provider will disclose Cephalon' s support at ithis pr~~am. 

4. Involvement in Content. There will be no "scripting," emphasis, or influence 
on content by Cephalon or its agents. However, Cephalo1 may provide technical support 
to speakers, e.g., furnishing slides or data, upon their requ~st. 

5. AncilJary Promotional Activities. No promotiopal activities will be permitted 
in the same room as, or in the obligatory path to, the educ*ional activity. No product 
advertisements will be permitted within the program or handouts. 

6. Objectivity and Balance. Provider will advise ptesenters that data regarding 
Cephalon products (or competing products) are to be obje¢tively selected and presented. 
Provider will provide the opportunity for speakers and the:audience to discuss 
information, both favorable and unfavorable, about the pr4duct(s) and/or alternative 
treatments. 
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7. Limitations of Data. Provider will request the speakers, to the extent possible, 
to disclose limits on the data, e.g., that it involves ongoing research, interim analyses, 
preliminary data, or unsupported opinion. 

8. Discussion of Unapproved Uses. Provider wi11 request that presenters disclose 
when a product is not approved in the United States for the use under discussion. 

9. Actig® Risk Management Program. Provider is aware that Actiq (oral 
transmucocsal fentanyl citrate) [C-II] was approved subject to a Risk 
Management Program (RMP). The RMP includes key safety messages that 
are essential to the safe use of this product. They are: 

► Actiq is indicated only for the management of breakthrough cancer 
pain in patients with malignancies who are already receiving and who 
are tolerant to opoid therapy for their underlying persistent cancer 
pain. 

► Actiq is contraindicated in the management of acute or postoperative 
pain, because life-threatening hypoventilation could occur at any dose 
in patients not taking chronic opiates. 

► This product must not be used in opiod nontolerant patients. 
► Patients considered opiod tolerant are those who are taking at least 60 

mg Morphine/day, 50 mcg tansdermal fentanyl/hour, or an 
equianalgesic dose of another opioid for a week or longer. 

► Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep 
all units from children and discard properly. 

10. Opportunity for Debate. Provider will ensure opportunities for questioning by 
attendees and scientific debate with and between presenters. 

11. Independence of Provider in the Use of Contributed Funds. 

(a) funds should be in the form of an educational grantm~e payable to the 
provider organization. --

(b) Provider must be advised of all other support by Cephalon of the CME 
activity (e.g., distributing brochures, preparing slides). If Provider disapproves of this 
activity, it shall promptly notify Cephalon. 

(c) no other funds from Cephalon will be paid to the program director, faculty, 
or others involved with this CME activity, e.g., additional honoraria. 

12. General. 

(a) Cephalon agrees to abide by all requirements of the ACCME Standards for 
Commercial Support of Continuing Medical Education, and acknowledges receipt of a 
copy of those standards. 
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(b) Provider agrees to: (1) abide by the ACCME Standards for Commercial 
Support of Continuing Medical Education; (2) acknowledge educational support from 
Cephalon in program brochures, syllabi, and other program materials; and (3) upon 
request, furnish Cephalon with a report concerning the expenditure of the funds provided 
by Cephalon. 

IN WITNESS WHEREOF, the parties hereto have executed this Agreement as of 
the day and year first above written. 

[PROVIDER] CEPHALON, INC. 

By~ 
Name: )anMe er -----'-+---,1-=--=-----1~ALDEPT. 

Lynne . Brookes 
Title: Director, Continuing Education VP of Marketing 
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December 21, 2001 
P. Andrew Pyfer 
Product Manager 
Cephalon, fuc. 
145 Brandywine Parkway 
West Chester, PA 19380 

Dear Mr. Pyfer: 

MediCom Worldwide is accredited by the Accreditation council for continuing Medical 
Education to sponsor continuing medical education for physicians and is an ACPE-approved 
provider of pharmacy continuing education, as well as an approved provider of nursing 
continuing education through the California State Board of Registered Nursing. 

A comprehensive needs assessment has identified interests of health care providers who manage 
patients suffering from pain. Based on this educational need, we are requesting an educational 
grant from Cephalon, fuc. to support the development and implementation of several continuing 
education activities on the subjects of effective pain management techniques and the changing 
guidelines to improve pain management. The budget to fund these activities is approximately 
$876,620. . 

Proposed Educational Activities 
A series of educational lectures across the United States 
Production and dissemination of a News letter for pain management specialists 
Development and production of three self-study program materials in CD format 
Continuation of Pain Management web page 
Adaptation and production of self-study programs offered via the futemet 
A series of teleconference lectures across the United States 

These scientific activities, developed independently and presented live as symposia in three cities 
and then as enduring CME material in various formats, will comply with all ACCME, FDA, 
AMA, and ACPE regulations for industry-supported professional continuing education. The 
target audience for these activities are pain management specialists, oncologists and 
anesthesiologists. 

As a supplement to our direct mail and web site announcement of these educational activities, we 
request Cephalon representatives to disseminate information regarding these programs to the 
medical community. 

However, the content of such information is the responsibility of the accredited provider and any 
such distribution will be solely as a supplement to provider's primary method of announcement 
and promotion. 

101 Washington St. 
Morrisville, PA 19067 

215-337-9991 
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Thank you, in advance, for your consideration of this request. Should you agree to provide 
funding for this project, Letters of Agreement will be forwarded to you as soon as possible. 

Joan Meyer RN, MA 
Executive Director, Continuing Education 

101 Washington St. 
Morrisville, PA 19067 

215-337-9991 

2 
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Cephalon Review of Education Grant 

The attached Grant amount has been reviewed by members of the MEP team. 

Program Name: Unrestricted Educational Grant: 

Medicom - Educational Activities on Effective Pain Management 
Techniques and the Changing Guidelines to improve Pain Management 

De(!artment Name Signature Date 

Medical Affairs Kiumars Vadiei /-f C,-'Dt-
Jess Amchin / (t-r/<n, 

Legal Ed Berg 

(/U)D?--
Marketing Andy Pyfer ( /z.,,5 (" t.,..--Lynne Brookes 

Please return to Carrie Eastwick (x6532) upon completion of sign off -
Thank you!! 
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MEDICAL EDUCATION AGREEMENT 

diti :n of Cephalon, Inc's contribution of funds to support an independent medical education 
(wi ;i or without CME credits), the Scientific and Educational Activity provider agrees to the 
ter : s and conditions: 

·i :i 
This,fAgreement ("Agreement") is entered into as of December 21 , 2001_ by and between 
, In . ("Cephalon") and MediCom Worldwide. Inc. _______ ("Provider") regarding 
f m : ical education programs supported by Cephalon to be held throughout 2002 The 

imut ~I objectives are to provide a balanced, independent, scientifically rigorous program to 
• the ucation of attendees. 

:1 

: I. s'atement of P ose. This program is for scientific and educational purposes only and not to 
)any ~mnmercial drug products. 

1;2. ; ntrol of Content and Selection of Presenters and Moderators. The provider is ultimately 
b1e ~ 't the control of content and selection of presenters and moderators. Cephalon or its agents 
· ond p requests initiated by the provider for suggestions of presenters or sources of possible 
s. C'. phalon will suggest more than one name (if possible); will provide speaker qualifications; 
ose lnancial or other relationships between Cephalon and speaker; and will provide this 
on i ~ writing. Provider will seek suggestions from other sources, and will, in its sole discretion, 
sent :rs and moderators. 

'I 
:; 
sclosure of Financial Relationshi s. Provider will direct speakers and moderators to disclose 

ien .. commercial support or funding or other significant financial relationships between the 
and i: oderators and Cephalon and/or any other commercial company whose products are pertin. ent 
tent. fthe presentation. Provider will disclose Cephalon's support at this program. , 

-~ . . 
;"( 

~olvement in Content. There will be no "scripting," emphasis, or influence on content by 
or i ; agents. However, Cephalon may provide technical support to speakers, e.g., furnishing 

data,lippon their request. . . 

i' 
A" cillar Promotional Activities. No promotional activities will be permitted in the same room 

e o )igatory path to, the educational activity. No product advertisements will be permitted 
pro 'ram or handouts. 

i! 
16. 0; ·ectivit and Balance. Provider will advise presenters that data regarding Cephalon products 
bting~ roducts) are to be objectively selected and presented. Provider will provide the opportunity 
rs a, d the audience to discuss information, both favorable and unfavorable, about the product(s) 

ema : ve treatments. 
:l 
:j 

. L", ·tations of Data. Provider will request the speakers, to the extent possible, to disclose limits 
a, e. ·''., that it involves ongoing research, interim analyses, preliminary data, or unsupported 

:1 

:I 

D ! cussion of Una roved Uses. Provider will request that presenters disclose when a product 
rov in the United States for the use under discussion. 

,. 

Jcti ® Risk Mana ement Pro am. Provider is aware that Actiq (oral transmucocsal 
in~nyl citrate) [C-II] was approved subject to a Risk Management Program (RMP). The 
~ includes key safety messages that are essential to the safe use of this product. They are: 

I
! ► Actiq is indicated only for the management of breakthrough cancer pain in patients 
J with malignancies who are already receiving and who are tolerant to opioid therapy 
( for their underlying persistent cancer pairi. 
Ii! 

1

1

\.I 
:I 

1' 

li 
:f 
i 

!lj 
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► Actiq is contraindicated in the management of acute or postoperative pain, because 
life-threatening hypoventilation could occur at any dose in patients not taking 
chronic opiates. 

► This product must not be used in opioid nontolerant patients. 
► Patients considered opioid tolerant are those who are taking at least 60 mg 

Morphine/day, 50 mcg tansdermal fentanyl/hour, or an equianalgesic dose of another 
opioid for a week or longer. 

► Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep all units from 
children and discard properly. 

ortunit for Debate. Provider will ensure opportunities for questioning by attendees and 
scient deb

11 
te with and between presenters. 

Conti 
syllab 

first a 

MEDI 

:i 
;r 

'11. "nde endence of Provider in the Use of Contributed Funds. 
L 

• 
1ri':.a) funds should be in the form of an educational grant made payable to the provider 

t10n. ,, 

I!! ii 
~b) Provider must be advised of all other support by Cephalon of the CME activity ( e.g., 

ng bRochures, preparing slides). If Provider disapproves of this activity, it shall promptly notify · 
J;: 

. !i 

t) no other funds from Cephalon will be paid to the program director, faculty, or others 
witithis CME activity, e.g., additional honoraria. 

' j . 
12. ~J:eneral. · 

a) Cephalon agrees to abitle by all requirements of the ACCME Standards for Commercial 
f C ptinuing Medical Education, and acknowledges receipt of a copy of those standards. 

l:i 
:i 

i:'.b) Provider agrees to: (1) abide by the ACCME Standards for Commercial Support of 
g ~dical Education; (2) acknowledge educational support from Cephalon in program brochures, 
d o :, er program materials; and (3) upon request, furnish Cephalon with a report concerning the 
e o , the funds provided by Cephalon. 

J.;ITNESS WHEREOF, the parties hereto have executed this Agreement as of the day and year 
e w1tten. 

M ii.!.ORLDWIDE, INC. 
!·. 
:l 

' ,; 
, I'' 

l
;J 
i: ., 

CEPHALON, INC. 

By: ---,--------
Name:1fflll.--➔-'Je!.!o~ac!.!n~M=e.l-'.e""-r _____ _ 
Title: .J.Wll,'="'=~'-"<-<="""-'"""-'-=.,=:....o:e;~--
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March 12, 2002 

P. Andrew Pyfer 
Product Manager 
Cephalon, Inc. 
145 Brandywine Parkway 
WestChester,PA 19380 

Dear Mr. Pyfer: 

MediCom Worldwide is accredited by the Accreditation council for continuing Medical Education to 
sponsor continuing medical education for physicians and is an ACPE-approved provider of pharmacy 
continuing education, as well as an approved provider of nursing contiriuing education through the 
California State Board of Registered Nursing. 

A comprehensive needs assessment has identified interests of health care providers who manage patients 
suffering from pain. Based on this educational need, we are requesting an educational grant from 
Cephalon, Inc. to support the development and implementation of a continuing education self-study activity 
on the subject of therapeutic options for the management of breakthrough pain. The budget to support this 
activity is approximately $35,000. 

Proposed Educational Activity 
A CME self-study monograph based on relevant lectures and poster presentations at the upcoming APS 
meeting March 14-17, 2002. 

This scientific activity, developed independently as an enduring CME self-study format, will comply with 
all ACCME, FDA, AMA, and ACPE regulations for industry-supported professional continuing education. 
The intended audience for this activity are pain management specialists, oncologists and anesthesiologists. 

As a supplement to our direct mail announcements about this monograph, we request Cephalon 
representatives to disseminate information regarding these programs to the medical community. 

However, the content of such information is the responsibility of the accredited provider and any such 
distribution will be solely as a supplement to provider's primary method of announcement and promotion. 

Tharik you, in advance, for your consideration of this request. Should you agree to provide funding for this 
project, Letters of Agreement will be forwarded to you as soon as possible. 

Respectful! y, 

Joan Meyer RN, MA 
Executive Director, Continuing Education 

101 Washington St. 
Morrisville, PA 19067 

215-337-9991 

1 
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MEDICAL EDUCATION AGREEMENT 

As a condition of Cephalon, Inc's contribution of funds to support an independent medical education 
program (with or without CME credits), the Scientific and Educational Activity provider agrees to the 
following terms and conditions: 

This Agreement ("Agreement'') is entered into as of March 12 , 2002_ by and between 
Cephalon, Inc. ("Cephalon") and MediCom Worldwide. Inc .. _______ ("Provider") regarding 
the development of a self-study educational program supported by Cephalon to be offered throughout 
2002 The parties' mutual objectives are to provide a balanced, independent, scientifically rigorous 
program to promote the education of attendees. 

1. Statement of Purpose. This program is for scientific and educational purposes only and not to 
promote any commercial drug products. 

2. Control of Content and Selection of Authors. Presenters. and Moderators. The provider is 
ultimately responsible for the control of content and selection of authors, presenters and moderators. 
Cephalon or its agents may respond to requests initiated by the provider for suggestions of presenters or 
sources of possible presenters. Cephalon will suggest more than one name (if possible); will provide 
speaker qualifications; will disclose financial or other relationships between Cephalon and speaker; and 
will provide this information in writing. Provider will seek suggestions from other sources, and will, in its 
sole discretion, select presenters and moderators. 

3. Disclosure of Financial Relationships. Provider will direct speakers and moderators to disclose 
to the audience commercial support or funding or other significant financial relationships between the 
speakers and moderators and Cephalon and/or any other commercial company whose products are pertinent 
to the content of the presentation. Provider will disclose Cephalon's support at this program. 

4 . .Involvement in Content. There will be no "scripting," emphasis, or influence on content by 
Cephalon or its agents. However, Cephalon may provide technical support to speakers, e.g., furnishing 
slides or data, upon their request. 

5. Ancillary Promotional Activities. No promotional activities will be permitted in the same room 
as, or in the obligatory path to, the educational activity. No product advertisements will be permitted 
within the program or handouts. · 

6. Objectivity and Balance. Provider will advise presenters that data regarding Cephalon products 
(or competing products) are to be objectively selected and presented. Provider will provide the opportunity 
for speakers and the audience to discuss information, both favorable and unfavorable, about the product(s) 
and/or alternative treatments. 

7. Limitations of Data. Provider will request the speakers, to the extent possible, to disclose limits 
on the data, e.g., that it involves ongoing research, interim analyses, preliminary data, or unsupported 
opinion. 

8. Discussion of Unapproved Uses. Provider will request that presenters disclose when a product 
is not approved in the United States for the use under discussion. 

9. Actiq® Risk Management Program. Provider is aware that Actiq (oral transmucocsal 
fentanyl citrate) [C-IIJ was approved subject to a Risk Management Program (RMP). The 
RMP includes key safety messages that are essential to the safe use of this product. They are: 

► Actiq is indicated only for the management of breakthrough cancer pain in patients 
with malignancies who are already receiving and who are tolerant to opioid therapy 
for their underlying persistent cancer pain. 

IOI Washington St. 2 
Morrisville, PA 19067 

215-337-9991 
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► Actiq is contraindicated in the management of acute or postoperative pain, because 
life-threatening hypoventilation could occur at any dose in patients not taking 
chronic opiates. 

► This product must not be used in opioid nontolerant patients. 
► Patients considered opioid tolerant are those who are taking at least 60 mg 

Morphine/day, 50 mcg tansdennal fentanyl/hour, or an equianalgesic dose of another 
opioid for a week or longer. 

► Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep all units from 
children and discard properly. 

l 0. Opportunity for Debate. Provider will ensure opportunities for questioning by attendees and 
scientific debate with and between presenters. 

11. Independence of Provider in the Use of Contributed Funds. 

(a) funds should be in the form of an educational grant made payable to the provider 
organization. 

(b) Provider must be advised of all other support by Cephalon of the CME activity (e.g., 
distributing brochures, preparing slides). If Provider disapproves of this activity, it shall promptly notify 
Cephalon. 

(c) no other funds from Cephalon will be paid to the program director, faculty, or others 
involved with this CME activity, e.g., additional honoraria . 

. i2. General. 

(a) Cephalon agrees to abide by all requirements of the ACCME Standards for Commercial 
Support of Continuing Medical Education, and acknowledges receipt of a copy of those standards. 

(b) Provider agrees to: (1) abide by the ACCME Standards for Commercial Support of 
Continuing Medical Education; (2) acknowledge educational support from Cephalon in program brochures, 
syllabi, and other program materials; and (3) upon request, furnish Cephalon with a report concerning the 
expenditure of the funds provided by Cephalon. 

IN WITNESS WHEREOF, the parties hereto have executed this Agreement as of the day and year 
first above written. 

MEDICOM WORLDWIDE, INC. 

By: ------------
Name: -----=J;..=oc:a..,_n-"'M"'-e=--y ... e"-r ____ _ 
Title: -=E=x=ec=u=t""'iv-=e-=D=i"'"re~c""'t~or,.,_.-=C"-'o=n=t.-=E=d=----

APPROVED 
-SG

~HG-. 
101 Washington ]_~l~NCE DE PT! 

Morrisville, PA 19067 
215-337-9991 

CEPHALON, INC. 

3 
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Cephalon Review of Education Grant 

The attached Grant amount has been reviewed by members of the MEP team. 

Program Name: Unrestricted Educational Grant: 

Medicom-
A CME self-study monograph based on APS lectures/poster 
presentations 

Department 

Medical Affairs 

Legal 

Marketing 

Kiumars Vadiei 
Jess Amchin 
~n Latijcffli 

Ed Berg 

Andy Pyfer 
Christine Wells 
Lynne Brookes 

Signature 

Please return to Carrie Eastwick (x6532) after review and sign off - thank you!! 
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·0411112062'' >00144~.38 
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MediCom Worldwide Inc 
101 Washington Ave 
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FACE OF DOCUMENT HAS A COLORED "VOID" BACKGROUND ON WHITE SECURITY PAPER 

Cephalon, Inc. 
145 Brandywine Parkway 
West Chester, PA 19380 

INVOICE NO. DATE 

,Med Ed Grant '02 04/10/2002 VCH60045477 

j 
I 'iNTERNAL NO. VENDOR# 

DESCRIPTION 

VENDOR 

463 -MEDICOM00000 MediCorn Worldwide Inc 

04/11/2002 

PAID AMOUNT 

$35,000.00 

TOTALS 

DISCOUNT 

TOTALS 

00144838 

APPLIED AMOUNT 

$35,000.00 

TOTALS 

$35,000.00 
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PAYEE NAME: 

ADDRESS: 

INVOICE NUMBER: 

INVOICE DATE: 

DUE DATE: 

ACCOUNTS PAYABLE CHECK REQUEST 

MediCom Worldwide, Inc. 

101 Washington St. 

Morrisville, PA 19067 

4/12/2002 

P.O. NUMBER (if applicable): 

DESCRIPTION: Medical Education Grant for CME self-study monograph based on APS 

lectures/ poster presentations 

G/L ACCOUNT NUMBER 
764000 

DEPARTMENT 
63100 

Prepared By: Carrie Eastwick 

Extension: 

Department Number: 

Approved By: 

Print Approvers Name: 

Approvers Title: VP of Marketing 

PROJECT 
ACTOO $ 

TOTAL: $ 

AMOUNT 
35,000.00 

35,000.00 

Mark here if the check is to be picked up by the preparer: @ u•uuuuu 

Please note: If there is any documentation to be mailed along with the payment, 

please attach a copy in addition to the copy for Accounting's records 

Accounting Use Only: 

Batch Number: ______ _ 

Voucher Number: _____ _ 

Entry Date: 

4/5/2002 

Confidential TEVA_MDL_A_01850183 

P-29481 _ 00868



07300U
.7

-I 
m 

,~ 
s: 
C 
r 
I 
,l> 
0 ..... 
0) 
(J1 
0 ..... 
0) 
.i::,. 

(") 
0 
:::l 
:::!! 
a. 
CD 
:::l 
:!: 
II) 

E:£:l· , UPS Next Day Air· 

[µ~ UPS Worldwide Express5
M 

';'D. Shipping Document 

See instructions on baek. Call 1-800-PICK--UPS (800-742-5877) 

for additional iniorrration. · 

IMMM@ii·iM=iii lZ 1X9 453 22 1018 002 5 

II)?> lOO 
TELEPHONE 

610-344-0200 

COMPANY 

CEPHALON INC 
STREET ADDRESS 

145 BRANDYWINE PKY 
CITY AND STATE ZIP CODE 

WEST CHESTER PA 19380-4245 

2 EXTREMELY URGENT DELIVERY TO 

STREET ADDRESS DEPT./FLA. Ai••~••• 

lol l,J~~~ f¼Je,,. · D 
C ITY AND STATE ( INCLUOECouNINTERNATIDNAL) -zi\> CODE 

[Y\~~v:':<-!-L, Q ff\ '15,0l97 

Ill I IIII II I II Ill llll Ill I I IIIIIIII I I I 1111111111111111 

DIMENSIONAL 

~.~~ SHIPPER'S 1 
COPY 

0101911202609 11A:>O W 

l 

P-29481 _ 00869



07300U
.8

(") 
0 
::I 
::::!! 
Q. 
ID 
::I 
~ 
II) 

-I 
m 

,~ 
s: 
C 
r 
:)> 
0 .... 
00 
c.n 
0 .... 
00 
c.n 

r 
I 

UPS WORLDWIDE' EXPRE.$S TERMS AND CONQITIONS 

Un,tc:, ?:iri;~I S-:,r••,co 11110\l']h.its . .1.ll1lia;es (t_hc ·~arri,ir') IS ongagcd ,,, the International transportat;on or sn'18;, P8C1i:a'41i-$I~ "L;PS 
'.Vn,1, 1...-<":,, hnn><-s E.::cn p,1cll:;igll sl\:llt oecons,derc::l <1 scp:ir;ite and d,stincl s.h,prnenl 

Commodities H;indlod .ind.Re~1iiction$ upon Service 

TM c,1n,c, oilers ·r:ms1~t1:ii,on or !Jen!!l'~1 Mmmod,ties. as usu,,~y oef,ned, subj'!ci t~-the !ollow1rig resllictiorl!i: 

1::< No sc, r\·ic.-- sh<1il lie r~ndc,ed ,11 lh(' transportation of, 11 1'1d shippers ore proh1bit~d f~om shlPPing, arti_Ciei·.,/~iiu-~~1·¥~idO: 
P11c-~l"JC~ 1,3,,.,,9" v:;iluo n J mom 1h:in $~0.000 (U.S.1 - SSOO (U .S.) lor'~Clr..J:gU eon t.ain1r1_!JJewelry (rat mcluoi[!,~ctlsl!Jl]l!I 1ewelry):c,~ 

! ' .'.IC~ riyes ,,h,p~.-d u,a a UPS Lelle, Cenior • am prohibiled 11am bein,J shippe(J and will not be accepted 10r, troiinsporiaOori~Th11 

;~•;; ~~·:.:,;•~~~~•l ~~::~•~;~~~~~·~J~~ll~~~·!e ci';::1a~;,!;t~:ca~: ~=~:~g';;e~i:;;~~'.;~~~~ ,::;'~"':,1=~-~:a~ 
:is~umM by UPS ~~::1 1 Ml exceed S!OO IU.S.) raga:ctess ot the purch.lso ol insurance for pr01ec11on in eXCf!~'iir s_1po·(\.,l~,l~:'fh.e 
111a:,,rn,rrn 1,,.o,1t1y pt!r ::-.i,.;K,~ga ~ssumed by tha app',cable ins,.,rance caripa'ly sh.ill nQt axceoa S50,000 {U.S.) UM! J100), _except far 

~.;~~ ,~-~.;~~~l~~-\-~~n~J i:~~~;1'.l~~~,l~C.~l~~~~n~~S~l:~~1:~:e~i~~r,~~~~;~:sd s;trioe~~~~)~!~:'s\;:J,'. '~~;~~:/:r·I~ ::: :m; 
!h,.,.,,,xi,num. • " •. - ·· . ,· 

(I)) R::lr,-, to lh03JJPl·t.able S';'fVr.Ogu1(1Ql0t Wt?l!Jh!WOS•Z019Sl.f •c\ions .•.r,:\·· '/ ·. :\ :.: 
(l") t{(J ~,:;, ,..;~., ~~.,11 t,,: rcndcrc:d ,n t~c :rc-.n!'loorta!,on of .1ny cf tne proh•b,1,x/ 3"1icles listed in tht appkabte ~-~~e:_•,_.. -,,,. ::_;·>· 

i~lt·~~~1~~1~-~: ~t ~~o~;,ti;~ ~;~~:~1,~:~:~~ ;ra~~~;;~;~:~=~i:h:~
1
:1~~~~~~~;.2;~~~(r,~~t-Q~'.n~~: . / ':.·: 

(IC,:h~~on!!d Oy <> ~r~~U'(. !O h ':f:I 0' co•d . ( ' " 

P,,:,hiblted hy L:,,.v ._h: •! ·•.: •• ~: 

Mo s~rv,ce s'li:!II be rcncer~ by the cn•r•e• •n the tr1J'spo1ation of any sh1pmen1 which is proh1b<ted by law or r,~uiauori cf~)'-f~i. 
5;,1tc 1:rov,rc,11.orlo,:Jl l)Cve-mrncril1rithcorigmorct~st,:1at1oricountri~. ·· ,,, · · 

R1gh\ Ollrispecli:.,11 

T.-e, r .~,r,er ,-:a.er,~:. 11 -..: r,!Jllt 10 ooc11 ill'ld n~pecc anyp.1c1<agc tende,ed to ,1 for u-;insportatoori. 

l"ofus~l o!P.:ick:igc':i . . . . , \ · ·. 

1 ,. ,.. c1mN ms(•r',;-S •.nc 11'1~1 to refuse or1y i:i:tc~agc wl11ch by reason of !he oangerous Of a~ otlier character of_its conlents: lii"tl!i.01•/-in 

!n~ 1ul.ltJ Cnl(l,1t r! th e c.i rr:er, to so 1. 1.i1n1. or o\h{)rw1se damage other rr.erchand1se or eQwpment, or wh•~-~.ts ~~o~~e~llf:,9r 

onJ•;n,o.,:au~ m,p,act,c:it-1.;, 10 lr:,nspor1 . e r 1· t11 ~ , •-~ ,mprcpcr1y pncked or wrapDCd, , ,.: •;; •;.· ,: .. ' · .-.. -~.:, 

P,:r:J..-:uc~ <T.ust tp !>O oac~ d or ~·q ,1pl}e'(I as 10 p ;iss 1n1;1 restsSQI IQnh 1n the !nlenatiooal Sale Transit Assodation Pl'ocec1,1r11 1-A.. 

s e,:..,,c~?-~~iPr~vidcd i•~ .. · .. - .. ~ ·.: ; . · ·. : · . . ,. ·· .. , 

c OJ)., G1:1 l ,1g. nnc1 Oe:,very Conrir111-1lion t-eP1,ces are not orovidcd for inlein.:i1,onal shipmJn\s. 

Provisions /or C1.. ~toms Clmir.ince 

I 1!.:- ~1.ou.,, mu.it pro,,,dc., requir.-:Cf oocunentation for customs cleararce. BY proyiqirig reCI\J1t.ed Clocumeoi~allpri, tl\e..s:iiipp;et t&it"fiis 

1rm1 :111 s1<1tt!'T>e01s ;i(l'j •r'll0tma1,c,n ,t1a1~ 10 eJ100'1a1,on af'ICI imporlatoo are 1rue and COl'IOCI Fur1~.ermot&, 01e stipPef understands 

Hlol: ,.; ·1 ,t ano c1,rn1 .1al pemn1es. ,ncluo1ng lor'ci ture .incl s.i le may Ile ,rnposeo 1or makmg false or trauoulent sta tements, or !or the 

;·.~:~\'.C" of U.S. :,w,~on Olport.it,on (soo 13 LI S.C S.'!ciion :'.lO:i . 22 U.S.C. Sec1ion 401. 18 u.s.c. :S~ti~n 1001. ~ so _U.S.C.,A.~p. 

wi,,.;, a ::h,p 111e"1 1s lcridp:ed rn the c<111 1er. the cnrr,,~r ,s thcret:iy i\opomled .:is 1/\a agent !0t performarice of cus1oms ctearar.ce, where 

•' r,~· ,,,1 tlr l'.n·, . Thn c;,r,,c1 n soe.-:,1,ed as Ilic n01mMI cons,gnee !;,r the purpaseof designating a cvstoms broker to per:orm customs 

c":>;i,;,nc:-. Loc:11 nu1ho1111es m.,y rP.qu•(C do-cumont~;Oll conf,r,1'1,ng tnal :he earner has been designated as the nomirl.11 coosignee. 

C.,~. lc,~:s .-~11a 11,c!; • .:ito•~q,i ci1~1g"s. or c tncr expenses ,n,;·Jrred as a re sult ol .iri action by C1.istornS er-failure t,y tne-shlpper,or 

con ~•(IOH•r, to ;iro-1,de ororier do:::t1me11lat,on C' :o obtain a requ,rcd 1,cense or per~! 1•1,II be cl,~rged to the CO'lslgnee .along with any 

~pp1, ::::,1J!".' c!t,ty ;:ind 1ix. Huwevcr, \he sr>pper is 1,iible !er pa) mel'lt in the e11er1t or non-payment by t~c consignee. Ttle carrier provides 

b,okr.rll'Jl' ~0"~ce at MO :'!.dc!.! ional c,h:voe fr,r ,ou!irm cusloms Cll."a"ance er &:oiess and Exped,ted shipments. Addil.Ona! charges m.ty 

.,p•::}' 101 ro<n;>lei-. r;.,~10,1:$ c·~.'.!•ance woccdu·l!s w11,ch •nc!u<1e. btll a,e nol 1,mi too lo. the foHowi'lg: 

C , ,:i,.r,c.c p,uc1;:1lu~<>-~ on\·:>l,•1ng d 90\ :.-; rment aoency 01h<u 1rian Cusioms 

C.1~1om<, Bo~<L> 

:,:ark· r'!)Alli:n0?•1ce 

Tarllf')C•rnry lrr,,Jon Boids(rl.B.l 

Corrcc tb1 ol Wrong Addrcs~ 

II Ur'$ . 5 UM OI!' lo (Jfil,-H!r anv NIC!u.g~ uecause of 311 •OCOffCCt addres'3., UPS w,, m;alt11 reasonaole \\llorts, lo be detaun,.ned 'l'I its SO!l'I 

l .. :J~t~~i,~,~1r:~:~v:~i:~:.:1£;~~~:.~::;~~;,;:~':.~~~·~~.·~J~:.~~.·:.::,,s:;:,, !.i~~·:·~:.~.::~·ttt~ 

PO$la1 Code and Telaphona Numl>ar 

The consignee's postal code, teleph0M number, Md contact name are e;isenllal 1nlormatlon. To ensure prompl delive,y, al1~s 

10lCkfde postal ()()(le. telephone numbef. and coritact name on lhe.ilPS ~ S!l~ng Ooc.umenl. 

De lJ11ery Atttmpts ·, . '.i~-

~~:,~:tt~;;:.211~~~i;:;·:t:~r~~-~~-~~:;;t:t~~-~t :11t:~Oa~'!9;::~t~~;~:~~~h:.t·~eiN~~- -~ . 

fnl&rl'\lpllonofSer..-ice 

The camer shall not be !iabla !or any interr11ption ol delivefy seMce due k):fciu~ beyond the cam&r·s conlrol, or lostrik.:S, lockolJts,. 

orlaborCl•$pul \\S· · ' • 

RelurnofUndeltverablePackages . . . 
Air shipmenlS rel1Jsed by CO'ISignees. or which to, any other reason caMQt be-deli~ered, wi~ be hold end tM shipper will be contact9cl 

for lurth&r lnslrvcllons. Tht shipper will oe ro.sponslb18for paym1tnt ol 8.1t'_(j1her chil!gits Including, but not limited to, forwarding, 

d,spo~. Of ie1urr. air trans~ortatlon charges, as well as a,y duty ar.d tax. if applicable. 

Rates 

See \he applicable rat€ chart ,n effect at lhe t,me ol shipping for ra\e!I. Transportation Charges, 8.(Cepr \tie charge for UPS Letters, are 

based en lne gross weight of Iha shipment or tho di-nension;a' {volumetric) weight of tha shipment, whichever ls grea1er. Dimensional 

wr.>ight is based on !he current International Air Transport Assoclal,on (IATA)volumetric sta1dard, v.rhlch i~ subject to change without 

no:,ce. When tl •OJ <Jun~nsmroal .,.,-ei~til o f a :1.11ipment exoeeds the a~tual we.ght. tho ~ ,pmcnl mutt be recorded on a UPS Waybl!l. 

Fri!cllons ol a poond wilt be ,ncrea!:ed to tt,e ne.t l uU ooi.id. 

PnymentlarScrviee 

The c.irrier's credit terms 1eq.rir,;i payment of all charges within seven (7) Cays aftor receipt of carrier's bill. Whe11 using a UPS Air 

Sh;pp,ng Document, a:1 UPS Worldwiclfl Expri,s.s shipments .ire prepaid ano all charges must be paid by lhe Shif?p&r. 

Wor1dwldtt Elll)feM."~ Qua,a/-itee . 

The carrier gu.iranteesoo-!.Cl'lecklle delivery ol all UPS Worldwide boress Setvice l'lhit'IT'letlts. In lhe event the carrier laQs lo complele 

deb11ery or a:templ deliveryw,tr11n the carrier's 1,mo commitment. ine carrier, al l he carrier'5 ophor,, will credit or refund the ~hipping 

charges lo lne payor upon ·equest. sut:ljecl to tna !o'lowing conditions: 

(a) n,e carrier's guaranteed ~e·1ivery Schedule has Deen obta,ned by contacting the carrier"s Customor SO!'Vice offic~. 

{b) 111? package bears a p-ope:ly completed UPS Alf Shipping Oocvmfflt s.'IC>Vling tM cooslg'IOO:S COfrect name, dedva-abla 

.td-.:lren.i;trn.J poslal cllcle. 

::: ::~~::}~•::::::t::qcu~=rb:~1:

9

::,::::.:~i::t::::~::~~,~~d'°l~kJd~-~i~:~~:~hi~m~1.: 

(e) Th~ carrie r is not,!ied Li writng or by lc!eph6ne ol a ·service failure within tifleen (15) calend.r days lrorn the dale of SChodJ!ed 

oetivi,y arKJisadllisadot tt.ecO/\signee"s narM andaddr&Ss, da\eof sllipm«'II, package 111eignt, a nt:J 1.he UPS T1ackiog NurnOOf. 

The gua,al'IIH dces no! apply 10 ~,t1'pmun15 which are delayeo dvo lo cause5 beyond lhe curior '!I ~ori\rQI OOudin,g,,Pl.lt no1 limited to, 

the following: The una11aill:lb~ity Of refusal of a pers;,n tO accept oelivery o! tht1 sr,iprr:ent. acts ol God, p11bllc authorities acllflg v,lth 

actual or apparent authority on tM premises, acts or omissions of Customs or similar a1.1thorities, fa,luro by the shippe'r or con5\Qneo· to • 

provide proper documentation. nots, strikes or other l11bor disputes, civil commotions, disruptions In 111r or ground transponation 

networks. such as weather phenomena, and I\B.ll.ll'al disasters. 
. . 1 . 

I he carrier pro111des ootoona1 Saturday oellvery to specific: ..-.1ema1io11al d11stinat10m. Contact your Uf"S Cu:ilomer Sorvico ofiice 

UP~o~:;[t!~~~~:;~~t:~~e:~;i and co~ete QU,i!!anlea and lime-in-transit detai:s. The sh,prnen1 rnusl ~ racorcled on a 

Responsibility for Los5 or Darn11ge 

[~.ch LX'6 L, ueror packa.go I:i ~uloma!ic3lly p1ot1c\ltd by UPS aga;nst loss or da..,,age up to a Vllll.W' !'II $ 100. Unlas.s a greater value is 

reco1d~d in tf\e ,nsu"d valye lie'd as_aop,opiia te for the UPS shipping sy~tem use<l. the shipper agre8S that the rel ea sod vall!c of 

each pc1c"- c1911 ur Lelle, is no grealer than S100, which is a rea~able valuo undo, 1he ci,c .Jmst:ii,ces sur•ounding the lran$porlalion. 

UPS"s 11.:i~imum l,abitity per p;ickage or letter shall not exceed $100. regardless ol lhe purcha5e of insurance !or protectionin exces!I 

of s100. II ao<i111ona1 prote~t,an Is oesired, a snipper may purchH~e im;uranca for amount~ in ·excess of $100 by s~wlng !he full 11atue 

1n the ,nsurod value field, a, appropnata for \no UPS shipping system used. An insurance premi...-n, as ostablished by the insurer of tbe 

shipment, wi ll be assessed !or each additiOM:ll S100, or unction inereol, of insured 11alue In e~cess 1;11 $100 up lo the limit~ of 

Insurance. al'IO the sh:pper will l>e automaticall'{ co~·&red as a, addit,onal insured unt:Je.r a s1;;pper's tr1teres1 insurance po~cy issued to 

UPS a~ Ille n t1med ,nsu,~. prOYid':!G the shipper pays Iha adcllhor,al charge. lnsU(ante is not providO<I IOt" UPS Ptepelct letter5. For 

more intorma11on on ltle terms ano ccindMioos ol this insura'ICe. call 1-877-242-7'33010 obt.a!n an Exces, Value ln!.urance brochure. 

Claimf.lcr toS5 of, or aamilgo to. \lie ::,hipper'::, ~opcr1y w,11 bo tiled with UPS. Cl11i1N not made within S•l (6) rnon!hs atlt!r del,11ery ol 

Iha paekage. or in the 01!.m nt non-delivery, 1•,ithin six (6) m011ths alte1 a reasonable time for delivery has elapsed, shal l be deem,d 

waived. Tho carrier shall not 00 Hable for any special, incidental, or conseq•Jential d.Jmo.ges 

Al sh,pmen:s are sub;act ID ttleterrns and conditl011s contained lntne UPS Ta•iN, v.hk:h ca, be found at WW\V.ups.com. 

THE AUl:.E8 RfLATlt-,G.TO µ.a.BtUf.Y. ESlA_B!,.ISHED BY 1HE"WARSAW CONVENTION ANO ANV-,.MENOMENTS THERETO 

SHALL APPL)' .TO :{t!E l~EA~ATIONAJ:,·C~RIAGE OF ANV SHIP.MENT liERCUNDER INSOFAR AS THE SAME IS GOVEANEO 

THEREBY.;: -; ::.: ',// '.,( -.\" .-. ;:_:;· _ .' i ·. I , ' ' ">>/ --'~_':':• ' •. • 1: · : \ . t 1i }.· r) . •:·, '. ·, ~: ;· · _:~ · ·. 
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Cephalon Review of Education Grant 

The attached Grant amount has been reviewed by members of the MEP team. 

Program Name: Unrestricted Educational Grant: 

Medicom Worldwide, Inc. 
2003 Educational Activities for Pain Management 

Department Name Date 

Medical Affairs Kiumars Vadiei 4 ~ 
Jess Amchin 
Susan Larijani 3 

Legal Ed Berg 

~J<tl ff1 

Marketing Andy Pyfer 

½ /; /41 Christine Wells 
Paula Castagna 

Confidential TEVA_MDL_A_01850606 
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Confidential 

January 23, 2003 
P. Andrew Pyfer 
Product Director 
Cephalon, Inc. 
145 Brandywine Parkway 
West Chester, PA 19380 

Dear Mr. Pyfer: 

MediCom Worldwide is accredited by the Accreditation council for continuing Medical 
Education to sponsor continuing medical education for physicians and is an ACPE-approved 
provider of pharmacy continuing education, as well as an approved provider of nursing 
continuing education through the California State Board of Registered Nursing. 

A comprehensive needs assessment has identified interests of health care providers who manage 
patients suffering from pain. Based on this educational need, we are requesting an educational 
grant from Cephalon, Inc. to support the development and implementation of several continuing 
education activities on the subjects of effective pain management techniques and the changing 
guidelines to improve pain management. The budget to fund these activities is approximately 
$2,252,000. 

Proposed Educational Activities for Pain Management 
A series of approximately 300 CME lectures across the United States 
Establishment of a speaker bureau for clinical experts in pain management 
Development and implementation of a web-based speaker engagement system 
Development, production, and certification of CME slide content for five topics 
Development and production of CME slide kit on CD for faculty lectures 
Development, production, and implementation of web-based CME slide library for faculty 

These scientific activities, will be developed independently and then adapted to enduring CME 
material in various formats, and will comply with all ACCME, FDA, AMA, and ACPE 
regulations for industry-supported professional continuing education. The target audience for 
these activities are pain management specialists, oncologists and anesthesiologists. 

As a supplement to our direct mail and web site announcement of these educational activities, we 
request Cephalon representatives to disseminate information regarding these programs to the 
medical community. 

However, the content of such information is the responsibility of the accredited provider and any 
such distribution will be solely as a supplement to provider's primary method of announcement 
and promotion. 

101 Washington St. 
Morrisville, PA 19067 

215-337-9991 

1 
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Confidential 

Thank you, in advance, for your consideration of this request. Should you agree to provide 
funding for this project, Letters of Agreement will be forwarded to you as soon as possible. 

Joan Meyer RN, MA 
Executive Director, Continuing Education 

101 Washington St. 
Morrisville, PA 19067 

215-337-9991 

2 
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MEDICAL EDUCATION AGREEMENT 

As a condition of Cephalon, Inc's contribution of funds to supp series of 
independent medical education programs (with CME credits), the : Scientific and 
Educational Activity provider agrees to the following terms and condition.: 

This Agreement ("Agreement") is entered into as of Janu , 27 , 2003_ 
by and between Cephalon, Inc. ("Cephalon") and MediCom Worldwi • e Inc. __ _ 
("Provider") regarding a series of medical education programs supported y Cephalon to 
be held throughout 2003 . The parties' mutual objectives are to pro idea balanced, 
independent, scientifically rigorous program to promote the education of attendees. The 
amount of the educational grant requested is $2,252,000.00. 

1. Statement of Purpose. This program is for scientific and educat onal purposes 
only and not to promote any commercial drug products: 

2. Control of Content and Selection of Presenters and Moderators. The provider 
is ultimately responsible for the control of content and selection of present rs and 
moderators. Cephalon or its agents may respond to requests initiated by e provider for 
suggestions of presenters or sources of possible presenters. Cephalon wiU suggest more 
than one name (if possible); will provide speaker qualifications; will discl se financial or 
other relationships between Cephalon and speaker; and will provide this i formation in 
writing. Provider will seek suggestions from other sources, and will, in its ole discretion, 
select presenters and moderators. 

3. Disclosure of Financial Relationships. Provider will direct spe ers and 
moderators to disclose to the audience commercial support or funding or o her significant 
financial relationships between the speakers and moderators and Cephalo and/or any 
other commercial company whose products are pertinent to the content of he 
presentation. Provider will disclose Cephalon's support at this program. 

4. Involvement in Content. There will be no "scripting," emphasi , or influence 
on content by Cephalon or its agents. However, Cephalon may provide te hnical support 
to speakers, e.g., furnishing slides or data, upon their request. 

5. Ancillary Promotional Activities. No promotional activities wi 
in the same room as, or in the obligatory path to, the educational activity. 
advertisements will be permitted within the program or handouts. 

be permitted 
o product 

TEVA_MDL_A_01850609 
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Confidential 

6. Objectivity and Balance. Provider will advise presenters that d ta regarding 
Cephalon products (or competing products) are to be objectively selected d presented. 
Provider will provide the opportunity for speakers and the audience to dis uss 
information, both favorable and unfavorable, about the product(s) and/or ltemative 
treatments. 

7. Limitations of Data. Provider will request the speakers, to the e tent possible, 
to disclose limits on the data, e.g., that it involves ongoing research, interi analyses, 
preliminary data, or unsupported opinion. 

8. Discussion of Unapproved Uses. Provider will request that pres nters disclose 
when a product is not approved in the United States for the use under disc ssion. 

9. Actiq® Risk Management Program. Provider is aware t at Actiq (oral 
transmucocsal fentanyl citrate) [C-Il] was approved subj ct to a Risk 
Management Program (RMP). The RMP includes key safet messages that 
are essential to the safe use of this product. They are: 

► Actiq is indicated only for the management of bre through cancer 
pain in patients with malignancies who are already re iving and who 
are tolerant to opioid therapy for their underlying p rsistent cancer 
pain. 

► Actiq is contraindicated in the management of acute r postoperative 
pain, because Jife.:.threatening hypoventilation could oc ur at any dose 
in patients not taking chronic opiates. 

► This product must not be used in opioid nontolerant patents. 
► Patients considered opioid tolerant are those .who are t · ng at least 60 

mg Morphine/day, 50 mcg tansdermal fentany /hour, or an 
equianalgesic dose of another opioid for a week or long r. 

► Instruct patients/caregivers that ACTIQ can be fatal t a child. Keep 
all units from children and discard properly. 

10. Opportunity for Debate. Provider will ensure opportunities for questioning by 
attendees and scientific debate with and between presenters. 

11. Independence of Provider in the Use of Contributed Funds. 

(a) funds should be in the form of an educational grant made p yable to the 
provider organization. 

(b) Provider must be advised of all other support by Cephalon f the CME 
activity (e.g., distributing brochures, preparing slides). If Provider disapp ves of this 
activity, it shall promptly notify Cephalon. 

(c) no other funds from Cephalon will be paid to the program rector, faculty, 
or others involved with this CME activity, e.g., additional honoraria. 

TEVA_MDL_A_01850610 
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12. General. 

(a) Cephalon agrees to abide by all requirements of the ACCME Standards for 
Commercial Support of Continuing Medical Education, and acknowledges receipt of a 
copy of those standards. 

(b) Provider agrees to: (1) abide by the ACCME Standards for Commercial 
Support of Continuing Medical Education; (2) acknowledge educational support from 
Cephalon in program brochures, syllabi, and other program materials; and (3) upon 
request, furnish Cephalon with a report concerning the expenditure of the funds provided 
by Cephalon. 

IN WITNESS WHEREOF, the parties hereto have executed this Agreement as of 
the day and year first above written. 

MEDICOM WORLDWIDE, INC. 
INC. 

By: ----------
Name: Joan Meyer 
Title: Executive Director, Cont. Ed 
Date: · January 27, 2003 

CEPHALON, 

·l/ryv,~ 
By: -------11-----
Name: __________ _ 
Title: __________ _ 
Date: __________ _ 

APPROVED 
~ 

3j~1\~3 
FINANCE DEPT 

j, Rg{;M 
LEGAL OEP 

TEVA_MDL_A_01850611 
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BRANDYWJNESTATIONERS WEST CHESTER PA 19382 179884-BU SM11/01 

PURCHASE ORDER 

WEST CHESTER, PENNSYLVANIA 19380 

(610) 344·0200 
FAX (610) 738-6311 

Show this Purchase Order Number 
on ali correspondence, invoices, 
shipping papers and packages. 

No. 

NOT VALID UNTIL A NUMBER IS ASSIGNED! 
DIRECT ALL INVOICES TO ACCOUNTS PAYABLE DEPARTMENT 

"Fa-,y_: ~/5-32,, - 09~0 T~~i~~; )p, ,a _ _ .I DAT~ REQUIRED •. 

TO SHIPTO CEPHALON INC. 
... . . ,-_',; __ :_ :·. . ' . . :.:.-.,-,.,,:::-,•:~:- ~·-:.· (rlq_,c£ieom . Wor.kfwJ~.ibnQ .. _. 

145 BRANDYWINE PARKWAY 

lOJ J.~)o, ~h, v.13:k . <5.tr~~..I:: . ., -· 
m,R/::.r, :s vi,.,~ -} .,.r?Ji)•r si~ ff/:t,+:•< 
-•·· i?dli:C. · /)ti'. ?:.,:S'}\'~{;;.0 <.·· ,\i;i~~it>Jf{;fLi,)Y\c'.i'., · 

QTY 
ORDERED 

PROJECT/ 
CAPITAL CODE STOCK NOJDESCRIPTION 

~~l~lf :~_., .... i~- ~it:s1r. •z;· 

· ORDER PROCESSOR 

1. Please send one copy of your invoice. 
2. Order is to be entered in accordance with prices, 

delivery and specifications shown above . . 
3. Notify us immediately if you are unable to ship 

as soecified. 

01thn~~t-,, 

.. - ~{) l~_. t P°'j.mu1t 
. Vz.. . Q uc.r-k.r 3 

Y2,, 0 u.o.__< kc 4 

UNIT PRICE TOTAL 

, .... ,. ' . ... . -

oo 

Confidential TEVA_MDL_A_01850612 
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I 
BRANDYWINE STATIONERS WEST CHESTER PA i9382 179884-BU 

Ceplialon~ 
145 BRANDYWINE PARKWAY 

I/I/EST CHE-STER, PENNSYLVAN IA 19380 
(S 10) 34,l-0200 

FAX (610) 738-6311 

Show this Purchase Order Number 
on all correspondence, invoices, 
shipping oapers and packages. 

SM 1110 1 

No. 

I NOT VALID UNTIL A NUMBER IS ASSIGNED! DIRECT ALL INVOICES TO ACCOUNTS PAYABLE DEPARTMENT 

I :ii TO 

I 
I 

r o--:-;(..-~ :2 /6- - .3-6 ·7 - 0 9 0 O 

lfle ct i Com (c)o r [c{ u .} icLQ 
1 
:Ln C . 

) : . 

TODAY'S .DATE . I DATE REQUIRED 

"-I I ;:rrs Jo 2i 
SHIP TO 

CEPHALON, INC. 

145 BRANDYWINE PARKWAY 

WEST CHESTER, PA 19380 

I 
IO i Lua._~ h; {)J frn..._ 
()'7 o r r i s v ' , I l.Q . p F) 

S+-reet 
J9ot_c 7 -:::-· 17 . ,, ~ 

ATTN· ~-< cf!. vJ nf ti i (~C1....f' d S I 
' 

QTY UNIT OF DEPT. CODE PROJECT/ 
OP.DERED MEASURE G/LACCT. CAPITAL CODE 

Cc6f / 
1lo40 Ac-ra. 

ORDER PROCESSOR DATE ORDERED 

1. Please send one copy of your invoice. 
2. Order is to be entered in accordance with prices, 

delivery and specifications shown above. 
3. Notify us immediately if you are unable to ship 

as specified. 

STOCK NOJDESCRIPTION 

.:2Dco E. d1.. ;___ CJ).._d--i OY'-1:.\..., ( 

A-c_fi vi --he~ fur Pa_,() 
rYlc~~~flt 

r 
-·· 59 I~ t Pa__j n~Le nt 

V 2. 0 cLC1.:r -k. r 3 

Y2- Ouo .. <fe.., ~ 

BUYER SHIP VIA 

-'.-0>f.f-. u 532 

h) 

UNIT PRICE 

TOTAL 
EXTENDED 

PRICE 

AUTHORIZED BY 

TOTAL 

I 
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• 

Medi Com Worldwide Inc 
101 Washington Ave 

· Morrisville, PA 19067 

Cephalon, Inc. .J 
145 Brandywine Parkway 
Wes\ Chester, PA 19380 / 

Confidential 

,,,.;:;,rt,.J.i¥t~:~1 
~? .-/., /;;-::,.i/i. ·t-•·. :~:;:.;~·;, -';,:,-;-<: ·~ 

( 

( 

04/25/2003 

PAID AMOUNT 

$750,667.00 ,._j 

_;J . 

00152752 

APPLIED AMOUNT 

$750,667.00 

TEVA_MDL_A_01850614 
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PAYEE NAME: 

ADDRESS: 

INVOICE NUMBER: 

INVOICE DATE: 

DUE DATE: 

ACCOUNTS PAYABLE CHECK REQUEST 

wi 
Medicom Worldwide, Inc. 

101 Washington Street 

Morrisville, PA 19067 

n/a 

n/a 

n/a 

P.O. NUMBER (if applicable): 

DESCRIPTION: 2003 Educational Activities for Pain Management 

AMOUNT G/L ACCOUNT NUMBER 
7640 

DEPARTMENT 
63100 

PROJECT 
ACTQ $ 750,667.00 

TOTAL: $ 750,667.00 

Prepared By: 
Extension: 

Department Number: 

Approved By: 

Print Approvers Name: 

Approvers Title: 

Mark here if the check is to be picked up by the preparer: 0 ************* 

Please note: If there is any documentation to be mailed along with the payment, 

please attach a copy in addition to the copy for Accounting's records 

Accounting Use Only: 

Batch Number: ______ _ 

Voucher Number: _____ _ 

Entry Date: 

4/16/2003 

Confidential TEVA_MDL_A_01850615 
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,Mlll!_C.1ephal11n 

PAYEE NAME: 

ADDRESS: 

ACCOUNTS PAYABLE CHECK REQUEST 

Medicom Worldwide Inc. 

101 Washington Street 

Morrisville, PA 19067 

INVOICE NUMBER: n/ a 

INVOICE DATE: n/ a 

DUE DATE: n/ a 

P.O. NUMBER (if applicable): n/a 

DESCRIPTION: 2003 Educational Activities for Pain Management 

AMOUNT G /L ACCOUNT NUMBER 
7640 

DEPARTMENT 
63100 

PROJECT 
ACTQ $ 2,252,000,00 

TOTAL: $ 2,252,000.00 

Prepared By: Suzanne Richards 

Extension: 

Department Number: 

Approved By: 

Print Approvers Name: 

Approvers '.]'itle: 

Mark here if the check is to be picked up by the preparer: Q] ************* 

Please note: If there is any documentation to be mailed along with the payment, 

please attach a copy in addition to the copy for Accounting's records 

Accounting Use Only: 

Batch Number: ______ _ 

Voucher Number: _____ _ 

Entry Date: 

4/8/2003 

Confidential TEVA_MDL_A_01850616 
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X® USA Airbill t{~t; 8388 9629 2066 

Date 

Sende(s 
Name 

Com an 

Express 

Sende(s FedEx 
Account Number 1161-3887-5 

g i cl,a .rdesiine ( 610) 344-0200 

Address 145 BRANDYWINE PKWY 
□11pt/Roor/SuitQJ'Room 

city WEST CHESTER State PA ZIP 19380 

2 Your Internal Billing Reference 
First24cheractersy,-iDeppeeronmvoice. 

3 To 
Recipient's _ 

Name U QOQ 

Crud: Company 

(h p 1de,c; R rJ Phone ( 2/5! 3 37- 9q q I 
a w'&.R 

Address 
To"HOLD"atFe ecannotdelivertoP_O,boxesorP,O.Zl?codas. 

Address 
DeptJRoor/Suite/Rocrn 

City State RA ZIP JqtJ <.ti ] 

Try on line shipping at fedex.com · 

Packages up 10 1 
Delive!'f commitment mE1V be later in some ere es. 

D FedEx Priorlty Overnight 
Next business mcrmng 

dEx Standard Overnight D FedEx First Overnight 
xtbusinessefternoon Ear1iestnextlllsinessmoming 

deliverytoselactlocetions 

D FedEx 2Day D FedEx Express Saver 
~ec~n:iu~~::p~8~te notevai!able. Minimum ch~;: i~!'.~~~n~~~ __J 

4b Express Freight Service Packages aver 150 lbs. 
Delivery commitment ml!ly be later in some tireas. 

□ FedEx 30av Freight ,,r:: 
Third business day 

•callforConfirmtition: ________________ _ 

5 Packaging •oeclarodvehJaUmnS500 

edEx Envelope* D FedEx Pak* D Other 
lncludesfedExSmallPak,FedEx 
LargePak,endFedExSturdyPek 

6 Special Handling ---- lncludefedExaddrossinSoctionl. 

SATIJRDAYDelively HOLD Weekday HOLD Saturday D AvailebleONLYfor D atFedExlocation D atFedExlocauon 
FedEx Priority Ovemiaht end NOT Aveileble for Available ONLY for 
NldEx 2Day to selact ZIP codes FedEx Fvst Overnight FedEx Priority Overnight and 

Does this shipment contain dangerous goods? FedEx21Jaytoselect locations 
One box must be checkt1d. 

O □ 'f::erattached □ r~:per'sDecleration 
Shipper's □eclm1tion notrt1quired 

□ ~~c~~9~UN1845--- , ___ k, 

roosGoods(inc1uding □rylcs)c11nriotb1shipp11dinFedExp11ck11ging. D Cargo Aircraft Only 

Payment Bill 10: r---- EnterfedExAcctNo.orCreditCanlNo.below. ---, 

l';\12~[,s,"" D Recipient D Third Party D Credit Card 
1willbebilled. 

NldExAcctNo. 
CreditCardNo. 

Total Packages Total Weight Total Declared Valuet 

$ .00 

tour liability is limited to $100 unless you declare a higher value. See back for details. 

D Cash/Check 

Exp. 
Dot& 

FedEx Use Only 

By using this Airbill you agree to the service conditions on the back of this Airbill 
and in our current Service Guide, including terms that limit our liability. 

Questions? Visit our Web site at fedex.com 
or ca\11.800.Go.FedEx® 800.463.3339. 

8 Release,n~ 

~ouauthorizeustodeliverthisshipmentwithoutobtainingasignawre 

02382737 
SS and agrnetoindemnifyandholdus harmless from any resulting claims. 14471 

SAS•Asv. Date 4/02•Part 1157S10S•©1994-2002 FedEx•PAINTEO IN U.S.A. 
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TermsAnd Conditions ··· 
Definitions OnthisAirbill, "we;• "our," and "us" referto 
Fed era I Express Corporation, its employ.ees, and agents. "You" 
and "your" refertothe sender, its employees, and agents. 
Agreement To Tenns By giving us your package to deliver, 
you agree to all the terms on this Airbill and in our current 
Service Guide.which is available on request.You also agree 
to those terms on behalfotanythird party with an interest in 
the package. If there is a conflict between the Service Guide 
andthisAirbill, the Service Guide will control. No one is 
authorized to change the terms of our Agreement. 
Responsibility For PackagingAnd CompletingAlrbill 
You a re responsible for adequately packaging your goods and 
properly filling outthisAirbill. If you omit the number of 
packages and/or weight per package, our billing will be based 
on our best estimate of the number of packages we received 
and/or an estimated "default" weight per package as 
determined by us. 
Responsibility For Payment Even ifyougiveusdifferent 
payment instructions, you will always be primarily responsible for 
all deliverycosts,aswell as any cost we incur in eitllerretuming 
yourpackage to you or warehousing it pending disposition. 
limitations On Our Liability And Liabilities 
Not Assumed . 
• Our liability in connectilinwiththisshipmentislimitedtothe 
lesserofyouractualdamagesor$100,unlessyoudeclare a 
higher value, pay an additional charge, and documentyour · 
actual loss in a time Iv manner. You may pay an additional 
charge for each additional $100 of declared value. The 
decl.ared value does not constitute, nor do we provide.cargo 
liability insurance. · 

• In any event, we will not be liable for any damage,whether 
direct, incidental,special,or consequential in excessofthe 
declared value of a shipment, whetherornot Federal Express 
had knowledge thatsuch damages might be incurred 
including but not limited to loss of income or profits. 

• Wewon'tbeliable: 
- for your acts or omissions, inpjudin9.~ut:QQtlimi~~ to.!: 

improper or insufficient packing, securing.marking, or 
addressing, or those of the recipient or anyone else with 
aninterestinthepack,11ge, ..::. .i. : .. \ : : ,:, t ;,,, , . 

- if you ortherecipientviolatesanyofthetermsof ' · 
our Agreement. 

- for loss or damage to shipments of prohibited items. 
- for loss, damage, or delay caused by events we cannot 

control, including butnotlimited to acts of God, perils of 
the air, weatherconditions,acts of public enemies, war, 
strikes.civil commotions,oractsof.P~~liP.ill!thorities < _ 
w1thactualor_apparentauthority.'·· · · · ' , · · 

Declared Value Limits 
• The highest declared value allowed for a FedEx Envelope 
and FedExPakshipmentis$500. · 

• For other shipments, the highestde~lared value 11llowed is 
$50,000unlessvourpackagecontainsitemsofexttaordinary 
value, in which case the highest declared value allowed 
is$500. 

• Items of extraordinary value include shipments containing 
such items as artwork.jewelry, furs, precious metals, .!]ebo
tiable instruments.and other items listed in our Seivit:~~iifll. -.- . ' \ 

• You may send lllt)rethan one package on thisAirbill and fill 
in the total declared value for all packages, not to exceed 
the $100,$500,or$50,000 per package limitdescribed above. 
(Example: 5 packages can have a total declared value of up 
to $250,000.\ In that case, our liability is limited to the actual 
value of the package(s) lostordamaged,butmay not exceed \ 
the maximum allowable declared valuels) orthetotal declared 
value, whichever is less. You are responsible for proving the 
actual loss or damage. 

Filing A Claim YO u MUST MAKE ALL CLAIMS IN 
WRITING and notify us of your claim within stricttinie limits 
set out in the current Service Guide. 

You may call our Customer Service department at . 
1.800.Go.FedEx®B00.463.3339to report a claim; however, you 
must still file a timely written claim. 

Within90days after you notify us of your claim, you must 
send us all the information you have about it. We aren't 
obligated to act on any claim until you have paid all 
transpo~ation charges, ~n~ yqu m~y notd~d,u~tth~ c:imountof 
yourcla1mfromthosecharges.: •L; .. h~ · · : , .. 

If the recipient accepts your package without noting any 
damag~ on .to~ tjeliver;;r~qAr~. ~ewiJ l9issume,th.E1 packa_ge 
was dehvetelfm gocrd colldition.'Forusto process your claim, 
you must make the original shipping cartons and packing 

-.availableforinspection. :.:,? T _::3.!-: · T. :,:c.; 
Right To Inspect We may, atouroption,open and inspect 
your packages before or after you giveth~m to us 
to deliver. · · 
Right Of Rejection We reseivethe rightto reject a . 
shipmentwhensuchshipmentwould be likely to cause delay 
or damage to other shipments, equipment. or personnel; or if 
the shipment is prohibited by law; or if the shipment would 
violate any terms of our Airbill or our current Service Guide. 
. C.O.D.Services C.D.l:i.SERVICEISNOTAVAILABLEWITH 
THIS AIRBILL It C.0.D.Service is required, please use a 
Federal ExpressC.O.D.Airbill. . 
Air Transportation Tax Included A federal excise 
tax when required by the Internal Revenue Code on the air 
transportation portion of this service, if any, is paid by us. 
Money-Back Guarantee In the event of untimely delivery, 
Federal Express will, at your requestand with some limitations, 
refund or credit all transportation charges. See current Service 
Guide for more information. 

Part#157810•Rov.4/02 

P-29481 _ 00883



07300W.1

~o 
I)_ 

-0 
Ul 
CIJ 

·" $' 
~0 

. 101 Washington Street 
Morrisville, PA 19067 

Tel 215-337-9991 
800-408-4242 

Fax 215-337-0960 

WORLDWI E INC. Website www.MedicalEd.com 

Confidential 

P. Andrew Pyfer 
Product Director 
Cephalon, Inc. 
145 Brandywine Parkway 
West Chester, PA I 93 80 

Dear Mr. Pyfer: 

January 23, 2003 

MediCom Worldwide is accredited by the Accreditation council for continuing Medical 
Education to sponsor continuing medical education for physicians and is an ACPE-approved 
provider of pharmacy continuing education, as well as an approved provider of nursing 
continuing education through the California State Board of Registered Nursing. 

A comprehensive needs assessment has identified interests of health care providers who manage 
patients suffering from pain. Based on this educational need, we are requesting an educational 
grant from Cephalon, Inc. to support the development and implementation of several continuing 
education activities on the subjects of effective pain management techniques and the changing 
guidelines to improve pain management. The budget to fund these activities is approximately 
$134,375.00. 

Proposed Educational Activity - AAPM 2003 
Development, production, and submission of CME slide content to AAPM 
Development and production of CME slides for faculty lectures 
Coordination of faculty, content, meeting arrangements 
Travel/accommodations for faculty 
Design/production of invitations, posters, participant handouts 
Direct mail mamigement, door-drops at hotels 
Premeeting registration 
Onsite meeting registration 
Onsite meeting management 

Theis scientific activity, will be developed independently and will comply with all ACCME, 
FDA, AMA, and ACPE regulations for industry-supported professional continuing education. 
The target audience for these activities are pain management specialists and anesthesiologists. 

However, the content of such information is the responsibility of the accredited provider and any 
such distribution will be solely as a supplement to provider's primary method of announcement 
and promotion. 

101 Washington St. 
Morrisville, PA 19067 

215-337-9991 

TEVA_MD L_A_ 01850590 
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Thank you, in advance, for your consideration of this request. Should you agree to provide 

funding for this project, Letters of Agreement will be forwarded to you as soon as possible. 

Respectfu I ly, 

Cr~~ ;t3/cA ;N {/ z . 
Joan Meyer RN, MA 
Executive Director, Continuing Education 

IOI Washington Si. 
Morrisville, PA 19067 · 

215-337-9991 

2 
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Cephalon Review of Education Grant 

The attached Grant amount has been reviewed by members of the MEP team. 

Program Name: Unrestricted Educational Grant: 

Medicom World wide, Inc. 
2003 Educational Activities for Pain Management 

Department Name Date 

Medical Affairs Kiumars Vadiei - _ ... 
Jess Amchin Yjz/ay 
Susan Larijani ~)-1 

Legal Ed Berg 

~\~~ 
Marketing Andy Pyfer 

Christine Wells 
Paula Castagno 

Confidential TEVA_MDL_A_01850592 
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10i Washington Street 
Morrisville, PA 19067 

Te.I 215-337-9991 
800-408-4242 

Fax 215-337-0960 

Website www.MedicalEd.com 

· MEDICALEDUCA'f;ION ,<\GREEMENT 

As a condition . of Cephalon, · It1c' s conttib:ution. of funds · to support an · independent 

medical education program.(with .CME credits)~ th~ Scieritlfic and Educational Activity . 

provider agrees to the folfowingtemis ·and conditions: · ' 

This Agr~ement ("Agreement") is entered into as of February 3 , 2003 _ 

by and between Cephalon, Inc. {''Cephalon"}and MediCom Worldwiq'e~ Inc. __ _ 

("Provider") regarding a medical education program supported by Cephalqn to be held at 

AAPM in 2003 The parties' mutual . objectives are to provi<;le a balanced, 

independent, scientifically rigorous program .tp promote the education of attendees. The 

amount of the educational'.grant requested is $134,375.00. . . . . 

1. Statement of Purpose. This program is for scientific and educational purposes 

only and not to promote any comnierciaLdnig produets. . 

2. Control of Content and Selection of Presenters and Moderators. The provider 

· is ultim~tely responsible for the control of <;cmtent and selection of presenters -and · . . 

moderators. Cephalon or its agents may respond'to requestsinitiated by the provider . for 

suggestions ofpr¢senters or sources o(possible_presenters. Cephalon will;suggest more 

··. than one name ,(if possible); will_ptovide speaker qualifications; will disclose financial or 

other relationships hetv{een Cephalon and speaker; and will provide this irtfonnation in 

writing. Provider will seek suggestions from other soµrces, and. will, fo its :sole discretion, 

select presenters and moderators. · 

3. Disclosure of Financial Relationships. Provider will direct speal<.ers and · 

moderators ·to.disclose to the audience commercial support or funding or other significant 

financial relationships between the speakers and moderators and Cephalon and/or any 

other commercial company whose products are pertinent to the content of the• 

presentation. Provider will disclose Cephalon's support at this program. · 

4. Involvement in Content. There will be no "scripting;" emphasis, or influence 

on contentby Cephalon ot its agents. However,. Cephalon may provide technical support 

to speakers, e.g., furnishing slides or dat_a;upontheir request, · · 

. 5. Ahcillary.Promotio11alActivities. No prmnotipnal activ~ties w1Hhe permitted 

irt the same room as~ or 1n the obligatory path to~ the educational activity. :No product 

advertisements will be permitted within the program or handouts. . 

TEVA_MDL_A_01850593 
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. 6 . . Objectivity and B~lailce. Provider will .<ldyi'se ptesentersjhat dat~regarding 
. Cephalon products ( or competing products} are to. be objectively· selected arid presented. 

Provider will provide the opportunity for speakers and the audience to. d1sctiss 

information, both· favorable and unfcivorable, about the product( s) and/ or alternative 
treatments. . 

7. Limitations of:Data; Pmvid~rwillrequest thespeaker~,-to the ·extent'possible, 

to disclose limits on the data, .e.g,, thatitinvolves ongoing research, interim analyses, 
prelim:inarydata, or unsupported opinion. ' . . . 

'. .. . . . . . . . . , . . .. . : . . , ':. . . . . :· . . ~. , . _. . . i ·. . . . . .· . 
. 8 . . Discussion of Unapproved Uses. Pr6vider wiJl request that presenters disclose . 

when a pr:oduct is not.~pproved ihJhe United States fof the use under discussion .. .. 
. , . ' ' •. . ; -- · . . : . . . . ' . ~ . . . 

9~ Actig® . Risk Mruiag~merit Ptogfani. · ·r;1?rov1der ,is . aWar~· that Actiq (oial 

ttansrnucocsal . fentanyl citrate) [(:>II]' was . approved stibje;ct to a . Risk 

. Management Program (RMJ>). The RMP:includes key :safety;ri).essages that 

. ar:e essential to the sa~euse ofthis product, They ate: . . . 

► Actiq _is indicated cmly· for the ~anagement o,f breakthrough -cancer 
pain in patients with malignancies · who · are already ·receiving and who 

are · tolerant io opioid. therapy for their underlying persistent cancer . 

pain. · 
· ~- Actiq . is contraindicate.d in . the. m~agem:ent ·of. acute or postoperative 

·. pain, b~caus.e life..:thr~atenir:ig hypoventifa.tion could occur at any dose 
in patients not taking chronic opia~es. . . . . .· . i . 

. · ► . This product_ n:i1:1St not be used fo opioid nontolerant pati~nts . . 
► · Patients_ cop'sidere.d opioid to1etant are lhos·e who are taking at least 60 

. . rrig Morphinel<;Iiy; ; · 50 mcg\ tansderm,al ·. fentanyly'ho~r; · or · an 

· .equfanalgesic d6se of another<op~oidfof,a week Or longer .. ,. : . 
. ► lnstrtict p~tienfs/caregiyers that AQTIQ can be fatal to; a child . . Keep . . 

all units· from children and oiscard properly. .. 
. . . •.• ' 

10~ . Opportunity for Debate~_Provid~r will ensure· opportunities for 'questioning by 

. attendees and scientific debate with arid between presenters. . 
. ,. . . -~ 

· .1 1. : Independen~e of P,~ovideri? -the U se.:o(Contributed Funds. 

. (a) f\uids sh0tild be.in the. form.oi an educational grant made payable to the 
provider organization. . . . . . . . . . 

(b) Provider rrmst ·beadvised ·of~l ◊thet support by Cephah:m of the CME · ·• 

. activity{e;g., ·distr1buting:brochures;, preparipg slides). ff Provider disapprbves of this· 

activity, it sfoiH pr6tnptlYnotify'Cephal611. . . ·. . . ,, 
' . . . ' .' . •' ·, 

. (c) no other funds froril: Cephalon '\yillbe paid to· the program.director, faculty, 

· or others involved.with th1s CME-~ctivi'ty, :e.g~,-additi6nal ·horioraria. : · . 
. . . . .' . . . . . 

TEVA_MDL_A_01850594 
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12. General. .. 

(a) Cephalon agrees to abide by all reqµiteme~ts ofthe ACCME Standards· for 

Commercial Suppor:t of Continuing Med1cal Edµcation, anda:cknowledges receipt of a 
copy of those standards. . . . .· . ' . . 

. (b) Provi~er agte.es to: O) abide by theACCME Standards f<?i- Commercial . 

Support of Continuing MedicafEducation; (2) acknowledge educational support from 

Cephalon in program . brochures; syllabi, and other program materials; : and (3} upon 

request,_ furni~h Cephalon with a report con,cerning the expenditure of the funds provided 
· by Cephalon.-_ _ >- · · · · ' · · · · ' · 

' ' . . y' ~- •· . • • 1 
, ., 

'. ' ' IN-wrn-mss: WijEIIBOt the::parties hereto have execµted this AWeeihent as of ' 
the day and ye~ firstabove·:writt~11: . - . . ' ; - . 

MEDICOM WORLDWIDE, INC . . -

~~~Y7~<~ 
By: . . 
Name: _ _ Joan Meyer ·. · 
Title: . Executive Director; Cont.:.Ed · 
Date: February 3, 2003 . 

CEPHALON, INC. 

By, \/Fftirv1~_ 
Name:~,--'-----.--,;.-~__,.,---

·--Title: · .... -~~-'---~------
.· . Date: --'----------------'--

, , ·.APPROVED 
. . , · . 

-,' ·s-; 
' ' '3)~11t)~ ' '' 

' FINANCEDf:fl_ 

TEVA_MDL_A_01850595 
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Medi Com Worldwide Inc 
101 Washington Ave 
Morrisville, PA 1?067, 

.. Cephalon, Inc. 
145 Brandywine Parkway 
West Chester; PA 19380 , 

/ 

\ 

Confidential 

( 

I 

PAID AMOUNT 

$134,375.00 

04/25/2003 '--00152750 

APPLIED AMOUNT 

'$134,' .n.s.oo 

TEVA_MDL_A_01850596 
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PAYEE NAME: 

ADDRESS: 

INVOICE NUMBER: 

INVOICE DATE: 

DUE DATE: 

ACCOUNTS PAYABLE CHECK REQUEST 

--• · 
Medicom Worldwide Inc. 

101 Washington Street 

Morrisville, PA 19067 

n/a 

n/a 

n/a 

P.O. NUMBER (if applicable): n/a 

DESCRIPTION: AAPM CME Symposia 

AMOUNT 
G/L ACCOUNT NUMBER 

7640 

DEPARTMENT 
63100 

PROJECT 
ACTQ $ 134,375.00 

TOTAL: $ 134,375.00 

Prepared By: 

Extension: 

Department Number: 

Approved By: 

Print Approvers Name: 

Approvers Title: 

1.41.AI.AAnAAAA Mark here if the check is to be picked up by the preparer: 0 uAuuuuu 

Please note: If there is any documentation to be mailed along with the payment, 

please attach a copy in addition to the copy for Accounting's records 

Accounting Use Only: 

Batch Number: ______ _ 

Voucher Number: _____ _ 

Entry Date: 

4/8/2003 

Confidential TEVA_MD L_A_ 01850597 
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P. Andrew Pyfer 
Product Director 
Cephalon, Inc. 
145 Brandywine Parkway 
West Chester, PA 19380 

Dear Mr. Pyfer: 

March 21, 2003 

MediCom Worldwide is accredited by the Accreditation Council for Continuing Medical 
Education to sponsor continuing medical education for physicians and is an ACPE-approved 
provider of pharmacy continuing education, as well as an approved provider of nursing 
continuing education through the California State Board of Registered Nursing. 

A comprehensive needs assessment has identified interests of health care providers who manage 
patients suffering from musculoskeletal pain. Based on this educational need, we are requesting 
an educational grant from Cephalon, Inc. to support the development and implementation of an 
education activity on the subject of the effective management of musculoskeletal. The budget to 
fund this activity is approximately $125,468. 

Proposed Educational Activity - AAPM & R 2003 
Development, production, and submission of CME slide content to AAPM & R 
Development and production of CME slides for faculty lectures 
Coordination of faculty, content, meeting arrangements 
Travel/accommodations for faculty 
Design/production of invitations, posters, participant handouts 
Direct mail management, door-drops at hotels 
Premeeting registration 
Onsite meeting registration 
Onsite meeting management 

Theis scientific activity, will be developed independently and will comply with all ACCME, 
FDA, and AMA regulations for industry-supported professional continuing education. The target 
audience for these activities are pain management specialists and physiatrists. 

101 Washington St. 
Morrisville, PA 19067 

215-337-9991 

TEVA_MDL_A_01850619 
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However, the content of such information is the responsibility of the accredited provider and any 

such distribution will be solely as a supplement to provider's primary method of announcement 

and promotion. 

Thank you, in advance, for your consideration of this request. Should you agree to provide 

funding for this project, Letters of Agreement must be signed as soon as possible. 

Respectfully, 

Joan Meyer RN, MA 
Executive Director, Continuing Education 

101 Washington St. 
Morrisville, PA 19067 

215-337-9991 

2 
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Guidelines 

Policy Regarding 
Satellite CME Symposia and Non-CME Activities Held Concurrent with the 

AAPM&R Annual Assembly 

I. Direct Competition 

Satellite educational activities and non-CME activities must be offered during times allotted by 
the AAPM&R. It is recommended that these activities avoid conflicting with AAPM&R 
sponsored social events and programs. It is for this reason that identified time periods have 
been designated for satellite CME and non-CME activities. The AAPM&R has sole discretion to 
schedule all activities at the Annual Assembly. 

II. CME Compliance 

The AAPM&R does not provide AMA-PRA Category 1 credit for satellite symposia. Those 
wishing to offer credit for their symposia must obtain credit from another accredited CME 
provider. 

Any CME activities must be planned in accordance with ACCME Essentials and Standards. 
The AAPM&R requires that a II CME symposia also be in compliance with the Standards for 
Commercial Support of Continuing Medical Education established by the ACCME. Providers of 
these activities are expected to meet the requirements established by ACCME. 

Ill. Compliance with Opinion 8.061 of the AMA Code of Medical Ethics 

Satellite CME and non-CME activities must be in compliance with the AMA's Ethical Opinion on 
Gifts to P hysicians from I ndustry. Although it is the responsibility of individual physicians to 
comply with this code, every effort should be made to ensure that attendees are not put in a 
situation that would be considered a violation of these guidelines. 

IV. No Implied Endorsement 

Educational symposia and non-CME activities that have not been planned or sponsored by the 
AAPM&R are considered satellite events. Therefore, there can be no implication in any 
promotional materials, handouts, or enduring materials that they are planned, sponsored by, or 
are endorsed by the AAPM&R. 
Those organizations or companies planning to purchase AAPM&R mailing lists or advertise in 
AAPM&R publications to promote their event must receive prior approval from the AAPM&R for 
any promotional materials used in connection with satellite CME symposia or non-CME activity. 
The MPM&R reserves the right to decline advertising or requests for mailing labels for any 
reason at its sole discretion. 

The MPM&R recommends that employees of the sponsoring organization, any organization 
working with the sponsoring organization, activity organizer, and all agents be made aware of 
this policy. Violations of this policy may affect promotional efforts and eligibility for involvement 
with future AAPM&R meetings and conferences. 

V. Independent Planning 

TEVA_MDL_A_01850621 
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Policy Regarding 
Satellite CME Symposia and Non-CME Activities Held Concurrent with the 

AAPM&R Annual Assembly 

All satellite CME and nori-CME activities must be planned independently of AAPM&R activities. 
Organizers are solely responsible for making all appropriate financial arrangements for their 
activity. In addition, organizers and their agents are advised not to imply or represent to third 
parties (e.g., hotel staff, convention center personnel, etc.) that the activities they are planning 
are associated with the AAPM&R official meeting or events. 

VI. General Satellite CME and Non-CME Event Requirements 

• In the event that a sponsor of a satellite event receives outside funding, the sponsor 
must have a Letter of Agreement with any granting (supporting) company, acknowledge 
support received from industry, and disclose CME faculty and sponsor relationships of 
potential participants with the manufacturers of any commercial products discussed in an 
educational session. ACCME Standards require written disclosure on conference 
materials, such as promotional pieces, and in the syllabus as well as at the beginning of 
each session. 

• Once the satellite event has been approved, the CME provider and the commercial 
supporter(s) may not change. If the CME provider or the commercial supporter changes 
from what was approved on the application, approval of the event may be withdrawn and 
relevant fees forfeited by the applicant. 

• As established by the ACCME Standards for Commercial Support for Continuing 
Medical Education, when an unlabeled use of a commercial product or an investigational 
use not yet approved for any purpose is discussed during an educational activity, the 
accredited sponsor must require the speaker to disclose that the product is not labeled 
for the use under discussion or that the product is still investigational. This disclosure 
should be given verbally during the event and in writing on syllabus materials. 

• The following statement should be clearly and prominently displayed on the syllabus and 
on all printed material: "Continuing Medical Education (CME) credit for this event is not 
offered by AAPM&R." 

• Volunteers designated by the chair of the AAPM&R Medical Education Committee may 
attend the CME symposia to audit compliance with this policy and to ensure that 
program content is free from bias. 

VII. Logistics 

• A maximum of two morning (6-8am) and two evening (7-9pm) satellite events will be 
permitted each day during the Annual Assembly. 

• Sponsors of satellite events may use the full time allotted or a reduced amount of time 
but may not exceed the scheduled time. 

• Space for satellite events will be provided on a first come, first served basis and will only 
be assigned after the proposal is accepted by the AAPM&R. 

• Sessions must be contained within the room assigned. 
• All rooms will be set theater style unless a waiver is granted. 
• Registration outside of the meeting room is limited to no more than two tables and must 

be prearranged with the AAPM&R. 
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Policy Regarding 
Satellite CME Symposia and Non-CME Activities Held Concurrent with the 

AAPM&R Annual Assembly 

• Audiovisual requirements are the responsibility of the sponsor of the satellite event. 
Sponsors must use the NV company contracted with the AAPM&R for the event. 

• All food functions must occur within the assigned event schedule. 
• All expenses associated with the event, including room set-up, clean up, food & 

beverage, NV, electrical, telephone, shipping, etc. are the sole responsibility of the 
sponsor of the satellite event. 

• Alternative sites may be selected by the sponsoring organization other than those 
offered by the AAPM&R. In that instance, the cost will be covered by the sponsoring 
organization, not the AAPM&R. 

• When alternative sites are selected, scheduling of events must still follow the guidelines 
within this policy and the events must be held at the assigned times unless a waiver is 
applied for and approved. 

VIII. Promotion 

• The AAPM&R must review and approve all promotional materials produced in 
conjunction with the satellite activity (e.g. invitations, announcements, signs, flyers, Web 
site information). 

• A minimum of five (5) business days is required for approval of promotional materials. 
• Promotional materials should not be pre-printed prior to approval. It is not the 

responsibility of the AAPM&R to cover any costs associated with these materials if they 
have been pre-printed and not approved. 

• A promotional flyer may be included in the attendee packet if it is approved and sent to 
the Annual Assembly host hotel/conference center in time for stuffing (exact dates and 
locations will be provided annually). 

• A maximum of one (1) professionally made promotional sign will be allowed in a 
designated location in the registration area of the Annual Assembly. This sign must be 
removed immediately following the scheduled event. 

• One (1) promotional sign may be placed outside the room in which the event will take 
place i mmediately p rior to the event and must be removed i mmediately fallowing the 
event. 

• If the sponsoring organization is exhibiting in the Exhibit Hall, booth representatives may 
distribute invitations ai:1d other promotional material for the event at the booth. 

• Room drops (placing promotional material under the doors of hotel guests) and hotel 
room marketing (arranging for pamphlets or other marketing materials to be placed in 
rooms) are not permitted. 

• The AAPM&R logo may not be used on any promotional material. 
• The use of the AAPM&R name or copyrighted material on any announcement, sign, 

publication, or other material requires prior written approval by AAPM&R. 
• With approval from AAPM&R, promotional material may include the following statement, 

"This activity will be held during the AAPM&R Annual Assembly. It is not considered part 
of the official scientific program of the AAPM&R." 

• At a minimum, all invitations and promotional materials must include the second 
sentence of the previous statement to be adapted as follows if the first sentence is not 
utilized, "This activity is not considered part of the official scientific program of the 
AAPM&R." 
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IX. Fees 

Policy Regarding 
Satellite CME Symposia and Non-CME Activities Held Concurrent with the 

AAPM&R Annual Assembly 

• The AAPM&R charges a fee of $6,000 to hold a satellite event. 
• The fee must be submitted along with the application form. This fee will not be 

deposited until after the event is approved. After this time, relevant cancellation policy 
applies (see below). 

• The fee may be forfeited if the CME provider or commercial supporter(s) change after 
approval of the program. 

X. Benefits 

• This event offers a limited opportunity to provide a customized event marketed to over 
2,500 physiatrists in attendance: 

• As an approved satellite program, the event will be listed in the onsite Official Program. 
• Organizations accepted for a satellite program are eligible to receive one free pre

registrant mailing label set approximately four (4) weeks prior to the Annual Assembly. 
These are for a one-time use. Additional sets of pre-registration labels are available for 
purchase. 

• Opportunity to post a sign in the registration area advertising the event. 

XI. Cancellation Policy 

• Once approved, the AAPM&R must be notified of the cancellation of a satellite event. 
• If written notification of the cancellation of a satellite event is received by the AAPM&R 

45 days prior to the Annual Assembly, a 75% refund will be issued. 
• No refunds will be issued for events cancelled any time after the 45-day deadline. 

XII. Violations and Sanctions 

The AAPM&R, at its sole discretion, reserves the right to revoke privileges for future programs 
for any sponsoring organization, supporting organization, or activity organizer involved in 
planning a satellite CME symposium or non-CME activity that does not comply with the 
guidelines and requirements set forth in this policy. 

Companies violating these guidelines and requirements may not be allowed involvement with 
any AAPM&R activities in the future. In addition, exhibiting companies providing grants to 
support a satellite activity agree that their company representatives and/or agents will adhere to 
these guidelines. Failure to do so may jeopardize future eligibility to exhibit with AAPM&R. All 
exhibitors are responsible for ensuring that their company representatives and/or agents adhere 
to all guidelines and requirements outlined herein and in the AAPM&R Contract to Exhibit. 

XIII. Application Process for Satellite CME Symposia and Non-CME Activities 

Proposals to schedule satellite CME symposia should be received by the Education and 
Research Department of the AAPM&R at least five (5) months prior to the date of the proposed 
event. 
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Policy Regarding 
Satellite CME Symposia and Non-CME Activities Held Concurrent with the 

AAPM&R Annual Assembly 

In addition to assessing logistical and policy issues outlined above, the program content 

information provided on the application will be reviewed by appropriate AAPM&R 

committees and representatives to determine the program's ability to meet the 

educational needs of AAPM&R members. The application requires the following 
information: 

• Rationale for holding the event 
• Learning objectives for CME events 
• . Complete agenda 
• Title for the event to be included in the Official Program 
• . Brief narrative description of the session that will be included in the Official 

Program 
• Names of confirmed speakers 
• Expected attendance 
• Preferred time slot 
• Contact information for accredited CME provider (if this is a CME event) 

• Contact information of all commercial supporters of the event 
• A copy of letters of agreement between commercial supporters and event 

organizers. 
• Plan for how evaluations and CME credit will be distributed for CME events 

• Sample evaluation form 

Signatures of representatives from the funding organization and CME provider under 
the following statement 

"By signing this letter, we acknowledge that we have read the AAPM&R Policy 

Regarding Satellite CME Symposia and Non-CME Activities Held Concurrent with the 

M&RAnnual Assembly and agree to follow the policy as stated." 

I 

Cephalon Representative 

MediCom Worldwide, Inc. Representative 

5 

Date 

Date 

APPROVED 
:Sc.. 

)h1\~ 

... . ... ,· 
APPR~VEt 

~]~ l: GAL EPT 
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Cephalon Review of Education Grant ~ .1/;' tu 
-Jf C0 ~ 

The attached Grant amount has been reviewed by members of the MEP team. ..;,.;'· 

Program Name: Unrestricted Educational Grant: 

Medicom Worldwide, Inc. 
CME Program at the AAPM&R Convention 

Department 

Medical Affairs 

Accounting 

Legal 

Marketing 

Kiumars Vadiei 
JessAmchin 
Susan Larijani 

Steve Girard 

Ed Berg 

Andy Pyfer 
Paula Castagno 
Lynne Brookes 

Date 
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RlaCenhalon 
~ r· MEDICAL EDUCATION AGREEMENT 

As a condition of Cephalon, Inc's contribution of funds to support an independent 
medical education program (with or without CME credits), the Scientific and Educational 
Activity provider agrees to the following terms and conditions: 

This Agreement ("Agreement") is entered into as of March 25, 2003, by and 
between Cephalon, Inc. ("Cephalon") and MediCom Worldwide, Inc. ("Provider") 
regarding a medical education program sponsored by Cephalon entitled "CME Program 
at the AAPM&R Convention 2003". The parties' mutual objectives are to provide a 
balanced, independent, scientifically rigorous program to promote the education of 
attendees. 

1. Statement of Pm:pose. This program is for scientific and educational purposes 
only and not to promote any commercial drug products. 

2. Control of Content and Selection of Presenters and Moderators. The provider 
is ultimately responsible for the control of content and selection of presenters and 
moderators. Cephalon or its agents may respond to requests initiated by the provider for 
suggestions of presenters or sources of possible presenters. Cephalon will suggest more 
than one name (if possible); will provide speaker qualifications; will disclose financial or 
other relationships between Cephalon and speaker; and will provide this information in 
writing. Provider will seek suggestions from other sources, and will, in its sole discretion, 
select presenters and moderators. 

3. Disclosure of Financial Relationships. Provider will direct speakers and 
moderators to disclose to the audience commercial support or funding or other significant 
financial relationships between the speakers and moderators and Cephalon and/or any 
other commercial company whose products are pertinent to the content of the 
presentation. Provider will disclose Cephalon's support at this program. 

4. Involvement in Content. There will be no "scripting," emphasis, or influence 
on content by Cephalon or its agents. However, Cephalon may provide technical support 
to speakers, e.g., furnishing slides or data, upon their request. 

5. Ancillary Promotional Activities. No promotional activities will be permitted 
in the same room as, or in the obligatory path to, the educational activity. No product 
advertisements will be permitted within the program or handouts. 

6. Objectivity and Balance. Provider will advise presenters that data regarding 
Cephalon products (or competing products) are to be objectively selected and presented. 
Provider will provide the opportunity for speakers and the audience to discuss 
information, both favorable and unfavorable, about the product(s) and/or alternative 
treatments. 

C:\Documents and SeUings\srichard\My Documents\Med Ed Agreements\MediCom Worldwide. AAPM&R Convention.doc 
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7. Limitations of Data. Provider will request the speakers, to the extent possible, 
to disclose limits on the data, e.g., that it involves ongoing research, interim analyses, 
preliminary data, or unsupported opinion. 

8. Discussion of Unapproved Uses. Provider will request that presenters disclose 
when a product is not approved in the United States for the use under discussion. 

9. ACTIQ Risk Management Program. Provider is aware that ACTIQ® ( oral 
transmucosal fentanyl citrate) [C-11] was approved subject to a Risk Management 
Program (RMP). The RMP includes key safety messages that are essential to the safe use 
of this product. They are: 

• ACTIQ is indicated only for the management of breakthrough cancer pain in 
patients with malignancies who are already receiving and who are tolerant to 
opioid therapy for their underlying persistent cancer pain. 

• ACTIQ is contraindicated in the management of acute or postoperative pain, 
because life-threatening hypoventilation could occur at any dose in patients not 
taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 
• Patients considered opioid tolerant are those who are taking at least 60 mg 

Morphine/day, 50 mcg transdermal fentanyl/hour, or an equianalgesic dose of 
another opioid for a week or longer. 

• Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep all units 
from children and discard properly. 

I 0. Opportunity for Debate. Provider will ensure opportunities for questioning by 
attendees and scientific debate with and between presenters. 

11. Independence of Provider in the Use of Contributed Funds. 

(a) funds should be in the form of an educational grant made payable to the 
provider organization. 

(b) Provider must be advised of all other support by Cephalon of the CME 
activity (e.g., distributing brochures, preparing slides). If Provider disapproves of this 
activity, it shall promptly notify Cephalon. 

(c) no other funds from Cephalon will be paid to the program director, faculty, 
or others involved with this CME activity, e.g., additional honoraria. 

12. General. 

(a) Cephalon agrees to abide by all requirements of the ACCME Standards for 
Commercial Support of Continuing Medical Education, and acknowledges receipt of a 
copy of those standards. 

C:\Documents and Settings\srichard\My Documents\Med Ed Agreements\MediCom Worldwide - AAPM&R Convention.doc 
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(b) Provider agrees to: (1) abide by the ACCME Standards for Commercial 
Support of Continuing Medical Education; (2) acknowledge educational support from 

Cephalon in program brochures, syllabi, and other program materials; and (3) upon 
request, furnish Cephalon with a report concerning the expenditure of the funds provided 

by Cephalon. 

IN WITNESS WHEREOF, the parties hereto have executed this Agreement as of 
the day and year first above written. 

MediCom Worldwide, Inc. 

~ . 

. ' 

By: - -
Name: · _ · • 

Tttle:4~ 

CEPHALON, INC. 

APPROVED 
$ 

"3 h, \c:i 
!; •. l i ~• "t• : t• •~ •• ~ • 
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MCephalon 

April 10, 2003 

Joan Meyer RN, MA 
MediCom Worldwide, Inc. 
IO I Washington Street 
Morrisville, PA 19067 

Dear Ms. Meyer: 

Enclosed please review our Unrestricted Educational Agreement for the support of a 
CME Program at the AAPM&R Convention. Please sign both of the original copies, 
return one to me at the address below, and keep the other copy for your flies. I have also 
enclosed fully executed copies of three other agreements in support of 2003 Educational 
Activities for Pain Management. We have kept one copy of each for our files. 

Please feel free to call me if you have any questions at 610-738-653 2. 

Sincerely, 

~»rv~ ~-AahV<l.J 
Suzarlfl'e Richards 
Cephalon, Inc. 

Return To: 

Cephalon 
145 Brandywine Parkway 
West Chester, PA 19380 
Attn: Suzanne Richards 

Enclosures 

Cephalon, Inc.• 145 Brandywine Parkway• West Chester, PA 19380-4245 • (610) 344-0200 • Fax (610) 344-0065 
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PAID AMOUNT 

$125,468.00 

\ __ ., 

\ 

04/25/2003 00152749 

APPLIED AMOUNT 
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ACCOUNTS PAYABLE CHECK REQUEST 

- D 
PAYEE NAME: 

ADDRESS: 

Medicom Worldwide Inc. 

101 Washington Street 

Morrisville, PA 19067 

INVOICE NUMBER: n/ a 

INVOICE DATE: n/ a 

DUE DATE: n/ a 

P.O. NUMBER (if applicable): n/a 

DESCRIPTION: CME Programat the AAPM & R Convention 

G/L ACCOUNT NUMBER 
7640 

Prepared By: 

Extension: 

Department Number: 63100 

Approved By: 

Print Approvers Name: 

Approvers Title: ~ 

DEPARTMENT 
63100 

PROJECT 
ACTQ 

AMOUNT 
$ 125,468.00 

$ 125,468.00 

uuuuuu Mark here if the check is to be picked up by the preparer: 0 ************* 

Please note: If there is any documentation to be mailed along with the payment, 

please attach a copy in addition to the copy for Accounting's records 

Accounting Use Only: 

Batch Number: ______ _ 

Voucher Number: _____ _ 

Entry Date: 

4/8/2003 
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Fec:Ex® ·usAAirbill 
' · Express 

FtdEx 
Trte:king 
Number 8323 8968 3194 

From ,,,..,.pM<,"1pms"6rd. 

Date O 0..3 
Sei1de(s FedEx 
Account Number . 1161-:3887-5 

Sende(s C:::. 
Name -.....>(..(, Phone! 610 I 34-4-0200 

company CEPHALON INC 

Address 145 BRANDYl,,JINE PKWY 

City J;.JEST CHESTER 

2 Your Internal Billing Reference 
Rrst14dMractanWl ao,1eronll\OCe. 

3 To 

State PA ZIP 1.9380 

OPTI ON AL 

Recipient's ""I_,... 1"'V\ ~ ( .'l 1- 1 Name O~ ¥) LJl.£,1,-gA- Pho~e o( ~ 

Company 

Address 

Address 

City Staie PA ZIP 

Try on line shipping at fedex.com 

By using this Ai'bill you agree t.o the service conditions on the back of thisAirbiU 
and in our current Service Guide, including tenns that limit rur liability. 

llept/Floor/Suiteffloom 

Dept/Floar/Su~eiftoom 

4a Express Package Service PBCkll(IIIS_ up lo 150 Ills. 
DIM'llrycommilm11111.m1ybo l111wil sor.11111niiss. 

0 FedEx Priority Dverright 
Nextbusfflssmomi"9 

_i,l'\,adEx Stendard Overnight D FedEx First Overnight 
·~a-.busi\8ss111ftefl100fl EariestnmbuPlessmcinWIQ 

de1j,;1ryto$Md.kx111tions 

D f:!,f;~~:~1a, D ~t.~~~• Saver 
~ F-edExEnv810ptnitenot11v1ilable. Minimum char;a: One·pound rate ___J 

4b Express Freight Service Packlgas aver 150 lbs. 
Delivery commitment may be later in some areas 

D ~:j~i~~~freight'f □ ,~~e.~~r.~reight 
•c.11lforConfinnetim: ________________ _ 

•Declaredvalue (m(~ 5 Packaging 
¢ F~dEx Envelope• 0 FedEx Pak* . D Other 

lrn:ludGsFad&.StNIIPak,FedEx 
larQe Pat, andfedExStl.rdy Pat 

6 Special Handling ~--- 1nc1udefedEx--•Sectiooa 
SA'RR!AYlleliwly I HDID Weelcdey HlltD SabJnlay D AvailablaONLYlor D atfedExlocation D atfedExlocatJon 
~t~:,,~~i:~lf;;"'ode, r:,i~J!:~i:,tor ~t•~~~::,d 
. Doaslllisshipmontcontaindangeroiagoods? Fedfx21ll'f1D..,,~k>c•lic>ns 

llnebtx"""'be-

~

. No - □ r::erettached □ r~:per's0ec1aration 
Shipper'sDetlarotion not required 

g re~ Goods Pm:ludilg Dry lce)cannat be 5hlpped In FedEx packaging. 

□ ~~c~~:UN1845---•---ko 

D Cargo Aircraft Only 

7 Payment Bill to: 
~ EnterFedf.xAcct.No.orCroditCanlNo.below. ---, 

KJ f,~2:'\, s,c,;., D Recipient D Third Party D Cred~ Card D Cash/Check 
1willbebilled. 

fedExkc;t..No. 
Ct<l<i!C.rdNo. "" °'" 

8 

TatalWeiglr Tata I llechntl Valuet , · 

.00 

tour liability is linitad to $100 uriess you declare I higher value. See back for data iii. 

Release jgnLYJ <''""'_,,,,.,,,,,,.,__. 7:~m
~ ~- J,SJ.;cl4J\1~ 

By signir,;i you authorize ustc delivartt:iis shipment without obtaining a signature 
and sgrea to indemnify and hold us hannlass from any resulting claims 

. FvdfxUsoOn~ 

Questions? Visit our Web site at fedex.com 
or call 1.800.Go.FedEK® 800.463.3339. 0202843636. 

14471 
SAS•Aov.Date10/0l•Part#157~!0S•l[J1994-20DlfedEx•PR:INTEOINU.SA 
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Term$ And Conditions 
J:le'lillitions On th is Airbill, "we," "our," and "us" refer to 
Federal Express Corporation, its employees, and agents. "You" 
and "your" refer to ihe sender, its employ~es, and agents. 

[<[J:-c, c;r;.s7;Ho Terms By giving us your package to deliver, 
ycu agrnc to all tile terms on this Airbill and in our current 
Service Guide, whi~i1 is availabla on request. You also agree 
t'dihose 'terms on behalf of any third party with an interest in 
tin p3ckage_. IUhe re is a conflict between the Service Guide 
and th is Airbi,I, the Service Guide will control. No one is 
authorized to chang,e .the.terms of our.Agreement. 

f: .J ~ -:,:•:Eiim-v ~;:i, Prn::k111gii11g Pmrl 11:om~letin@ Airbill 
Yell c,·c! responsible for adequately packaging your goods and 
prnpe rlyfil l;ng out this Airbill. lfyou omitthe number of 
pacl<ages and/or weight per package, our billing will be based " 
on our best estimate of the number of packages we received · · 
and/or an estimated "default" weight per package as 
determined by us. 

IP.es!Jonsi!Jm'I\J Far lfl<llfment Even if you give us-different 
p8yrr.ont instructions, you will always be primarily responsible for 
ell c!eliv2r; costs, as well as any cost we incur in either returning 
your package to you or warehousing it pending disposition. 

Limita~io~s On Our Liability And liabiliiies 
Not Assumed _ 
• Our liability in connection with this shipment is limited to the 
-lesser of your actual damages or $100, unless you declare a 
higher value, pay an additional charge, and document your 
actual loss in a timely manner. You may pay an additional 
charge for each additional-$100 of declared value:The 
dec!ared value does not constitute, nor do we provide, cargo 
li8bility insurance. 

0 In 'any event, we will not be liable for any damage, whether 
. direct, incidental, special, or ccirisequential in excess of the 
declared value of a shipment, whether .or not Federal Express 
had knowledge that such damages might be incurred 
including but not limited to loss of income or profits. 

• We wo·n't be liable: 

- for your acts or omissions, including but not limited to 
improper or insufficient packing, securing, marking, or 
addressing, or those of the recipient or anyone else with 
an interest in the package. 

- if'voii or the recipient violates any of the terms of 
our Agreement. 

- for los_s or damage to shipments of prohibited items. 

- for-loss, damage, or delay-caused by events we cannot 
con"frol, including but not limited to acts of God, perils of 
the air, weather conditions, acts of public enemies, war, 
strikes, civil ccmmotions, or acts of public authorities 
with actual or apparent authority. 

Declared '\iah1e limits · 
• The highest declared value allowed for a FedEx Envelope 

and FedEx Pak shipment is ~500. 

• For other shipments, the highest declared value allowed is 
$50,000 unless your package contains items of extraordinary 
value, in which case the highest declared value allowed 
is $500. 

• Items, of extraordinary value include shipments containing 
such items as artwork, jewelry, furs, precious metals, nego
tiable instruments, and other items listed in our Service Guide. 

• You may send more than one package on this Airbill and fill 
in the total declared value for all packages, not to exceed 
the $100, $5()0, or $50,000 per package limit described ahoy~. 
(Example: 5 packages can have a total declared value of tip 
to $250,000.) In that case, our liability is limited to the actual 
value of the package(s) lost or damaged, but m~y notexce11d 
_the maximum allowable declared value(s) orthe,total declared 
value, whichever is less. You are responsible for proving the 
a~tual loss or damage. 

Filing A Claim YOU MUST MAKE ALL CLAIMS IN . 
WRITING and notify us of your claim within strict'time limits ,; 
set out in the current Service Guide. · ·· · 

You may call our Customer Service departme'nfat '' · 
I.BOO.Go.FedEx® 800.463.3339 to report a claim; however, you 
must still file a timely written claim. 

Within 90 days after you notify us of your claim, you imist 
send us all the information you have about it. We aren't 
obligated to act on any claim until you have paid all 
transportation charges, and you may not deduct the amount of 
your claim from those charges. 

If the recipient accepts your package without noting any 
damage on the delivery record, we will assume the package 
was delivered in good condition. For us to process your claim, 
you must make the original shipping cartons and packing 
availab_le for inspection. 

Right To Inspect We may, at our option, open a~d inspect 
· your packages before or after you give them tii ·us · · . 
to deliver. 

Right Of Rejection _ We reserve the right to reject a 
shipment when such shipment would be likely to cause delay · 
or damage to other shipments, equipment, cir personnel; or ii 
the shipment is prohibited by law; or if the shipment-would 
violate any terms of our Airbill or our current Service Guide. 

. C.0.D. Services C.O.D. SERVICE IS NDT AVAllABLE:WITH 
THIS AIRBILL. If C.O.D. Service is required, please use a · 
Federal Express C.O.D. Airbill. 

Air Transportation Tax Included A federal excise · 
tax when required by the Internal Revenue Code on the air 
transportation portion of this service, if any, is paid by us. 

lllioney-Back Guarantee In the event of untimely deliv·e·ry, 
Federal Express will, at your request and with some limitations, 
refund or credit all transportation charges. See current Service 
Guide for more information . 
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2004 MEDICAL EDUCATION AGREEMENT V 
CME LECTURE SERIES 

As a condition of Cephalon, Inc's contribution of funds to support a series of 
independent medical education programs (with CME, CPE, and CNE credits), the 
Scientific and Educational Activity provider agrees to the following terms and 
conditions: 

This Agreement ("Agreement") is entered into as of December 12 , 2003 by and 
between Cephalon, Inc. ("Cephalon") and MediCom Worldwide, Inc. ("Provider") 
regarding a series of 350 educational lectures and 30 symposia supported by Cephalon to 
be held during 2004. The parties ' mutual objectives are to provide balanced, 
independent, scientifically rigorous lectures to promote the education of attendees. The 
amount of the educational grant requested is $4,368,980. 

1. Statement of Purpose. This program is for scientific and educational purposes 
only and not to promote any commercial drug products. 

2. Control of Content and Selection of Presenters and Moderators. The provider 
is ultimately responsible for the control of content and selection of presenters and 
moderators. Cephalon or its agents may respond to requests initiated by the provider for 
suggestions of presenters or sources of possible presenters. Cephalon will suggest more 
than one name (if possible); will provide speaker qualifications; will disclose financial or 
other relationships between Cephalon and speaker; and will provide this information in 
writing. Provider will seek suggestions from other sources, and will, in its sole discretion, 
select presenters and moderators. 

3. Disclosure of Financial Relationships. Provider will direct speakers and 
moderators to disclose to the audience commercial support or funding or other significant 
financial relationships between the speakers and moderators and Cephalon and/or any 
other commercial company whose products are pertinent to the content of the 
presentation. Provider will disclose Cephalon's support at this program. 

4. Involvement in Content. There will be no "scripting," emphasis, or influence 
on content by Cephalon or its agents. However, Cephalon may provide technical support 
to speakers, e.g. , furnishing slides or data, upon their request. 
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5. Ancillary Promotional Activities. No promotional activities will be permitted 
in the same room as, or in the obligatory path to, the educational activity. No product 
advertisements will be permitted within the program or handouts. 

6. Objectivity and Balance. Provider will advise presenters that data regarding 
Cephalon products ( or competing products) are to be objectively selected and presented. 
Provider will provide the opportunity for speakers and the audience to discuss 
information, both favorable and unfavorable, about the product(s) and/or alternative 
treatments. 

7. Limitations of Data. Provider will request the speakers, to the extent possible, 
to disclose limits on the data, e.g., that it involves ongoing research, interim analyses, 
preliminary data, or unsupported opinion. 

8. Discussion of Unapproved Uses. Provider will request that presenters disclose 
when a product is not approved in the United States for the use under discussion. 

9. Actig® Risk Management Program. Provider is aware that Actiq (oral 
transmucocsal fentanyl citrate) [C-II] was approved subject to a Risk 
Management Program (RMP). The RMP includes key safety messages that 
are essential to the safe use of this product. They are: 

► Actiq is irn.lirnted only for the management of breakthrough cancer 
pain in patients with malignancies who are already receiving and who 
are tolerant to opioid therapy for their underlying persistent cancer 
pain. 

► Actiq is contraindicated in the management of acute or postoperative 
pain, because life-threatening hypoventilation could occur at any dose 
in patients not taking chronic opiates. 

► This product must not be used in opioid nontolerant patients. 
► Patients considered opioid tolerant are those who are taking at least 60 

mg Morphine/day, 50 mcg tansdermal fentanyl/hour, or an 
equianalgesic dose of another opioid for a week or longer. 

► Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep 
all units from children and discard properly. 

10. Opportunity for Debate. Provider will ensure opportunities for questioning by 
attendees and scientific debate with and between presenters. 

11. Independence of Provider in the Use of Contributed Funds. 

(a) funds should be in the form of an educational grant made payable to the 
provider organization. 

(b) Provider must be advised of all other support by Cephalon of the CME 
activity (e.g., distributing brochures, preparing slides). If Provider disapproves ofthis 
activity, it shall promptly notify Cephalon. 
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(c) no other funds from Cephalon will be paid to the program director, faculty, 
or others involved with this CME activity, e.g., additional honoraria. 

12. General. 

(a) Cephalon agrees to abide by all requirements of the ACCME Standards for 
Commercial Support of Continuing Medical Education, and acknowledges receipt of a 
copy of those standards. 

(b) Provider agrees to: (1) abide by the ACCME Standards for Commercial 
Support of Continuing Medical Education; (2) acknowledge educational support from 
Cephalon in program brochures, syllabi, and other program materials; and (3) upon 
request, furnish Cephalon with a report concerning the expenditure of the funds provided 
by Cephalon. 

IN WITNESS WHEREOF, the parties hereto have executed this Agreement as of 
the day and year first above written. 

MEDICOM WORLDWIDE, INC. 

By: -----------Name: Joan Meyer 
Title : Executive Director, Cont. Ed 
Date: December 12, 2003 

CEPHALON, INC. 

By: _ __,_ ___ _,__ ____ _ 
Name: ___ -JL _____ _ 

Title: ----JI.-------
Date: __________ _ 

APPROVED 
s, 

J.1~\01 
• FIN A.NCE 

APPROVED 

~:Aiik~ 
tEGAL DEPT 

SIGNI 
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2004 MEDICAL EDUCATION AGREEMENT II 

As a condition of Cephalon, Inc's contribution of funds to support a series of 
independent medical education programs (with CME, CPE, and CNE credits), the 
Scientific and Educational Activity provider agrees to the following terms and 
conditions: 

This Agreement ("Agreement") is entered into as of December 12 , 2003 
by and between Cephalon, Inc. ("Cephalon") and MediCom Worldwide, Inc. 
("Provider") regarding a CME satellite symposium at AAPM & R developed and held 
by MediCom Worldwide, Inc. and supported by Cephalon to be held in 2004. The 
parties' mutual objectives are to provide a balanced, independent, scientifically rigorous 
program to promote the education of attendees. The amount of the educational grant 
requested is $135,000. 

1. Statement of Purpose. This program is for scientific and educational purposes 
only and not to promote any commercial drug products. 

2. Control of Content and Selection of Presenters and Moderators. The provider 
is ultimately responsible for the control of content and selection of presenters and 
moderators. Cephalon or its agents may respond to requests initiated by the provider for 
suggestions of presenters or sources of possible presenters. Cephalon will suggest more 
than one name (if possible); will provide speaker qualifications; will disclose financial or 
other relationships between Cephalon and speaker; and will provide this information in 
writing. Provider will seek suggestions from other sources, and will, in its sole discretion, 
select presenters and moderators. 

3. Disclosure of Financial Relationships. Provider will direct speakers and 
moderators to disclose to the audience commercial support or funding or other significant 
financial relationships between the speakers and moderators and Cephalon and/or any 
other commercial company whose products are pertinent to the content of the 
presentation. Provider will disclose Cephalon's support at this program. 

4. Involvement in Content. There will be no "scripting," emphasis, or influence 
on content by Cephalon or its agents. However, Cephalon may provide technical support 
to speakers, e.g., furnishing slides or data, upon their request. 
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5. Ancillary Promotional Activities. No promotional activities will be permitted 
in the same room as, or in the obligatory path to, the educational activity. No product 
advertisements will be permitted within the program or handouts. 

6. Obiectivity and Balance. Provider will advise presenters that data regarding 
Cephalon products (or competing products) are to be objectively selected and presented. 
Provider will provide the opportunity for speakers and the audience to discuss 
information, both favorable and unfavorable, about the product(s) and/or alternative 
treatments. 

7. Limitations of Data. Provider will request the speakers, to the extent possible, 
to disclose limits on the data, e.g., that it involves ongoing research, interim analyses, 
preliminary data, or unsupported opinion. 

8. Discussion of Unapproved Uses. Provider will request that presenters disclose 
when a product is not approved in the United States for the use under discussion. 

9. Actig® Risk Management Program. Provider is aware that Actiq ( oral 
transmucocsal fentanyl citrate) [C-11) was approved subject to a Risk 
Management Program (RMP). The RMP includes key safety messages that 
are essential to the safe use of this product. They are: 

► Actiq is indicated only for the management of breakthrough cancer 
pain in patients with malignancies who are already receiving and who 
are tolerant to opioid therapy for their underlying persistent cancer 
pain. 

► Actiq is contraindicated in the management of acute or postoperative 
pain, because life-threatening hypoventilation could occur at any dose 
in patients not taking chronic opiates. 

► This product must not be used in opioid nontolerant patients. 
► Patients considered opioid tolerant are those who are taking at least 60 

mg Morphine/day, 50 mcg tansdermal fentanyl/hour, or an 
equianalgesic dose of another opioid for a week or longer. 

► Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep 
all units from children and discard properly. 

10. Opportunity for Debate. Provider will ensure opportunities for questioning by 
attendees and scientific debate with and between presenters. 

11. Independence of Provider in the Use of Contributed Funds. 

(a) funds should be in the form of an educational grant made payable to the 
provider organization. 

(b) Provider must be advised of all other support by Cephalon of the CME 
activity ( e.g., distributing brochures, preparing slides). If Provider disapproves of this 
activity, it shall promptly notify Cephalon. 
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(c) no other funds from Cephalon will be paid to the program director, faculty, 
or others involved with this CME activity, e.g., additional honoraria. 

12. General. 

(a) Cephalon agrees to abide by all requirements of the ACCME Standards for 
Commercial Support of Continuing Medical Education, and acknowledges receipt of a 
copy of those standards. 

(b) Provider agrees to: ( l) abide by the ACCME Standards for Commercial 
Support of Continuing Medical Education; (2) acknowledge educational support from 
Cephalon in program brochures, syllabi, and other program materials; and (3) upon 
request, furnish Cephalon with a report concerning the expenditure of the funds provided 
by Cephalon. 

IN WITNESS WHEREOF, the parties hereto have executed this Agreement as of 
the day and year first above written. 

MEDICOM WORLDWIDE, INC. 

By: -----------
Name: Joan Meyer 
Title: Executive Director, Cont. Ed 
Date: December 12, 2003 

APPROVED 
~ 

~, 11oja'C 

FINANCE Off.If 

CEPHALON, INC. 

APPRovc- . 

L~~ ' . ____ _J 
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Cephalon Review of Education Grant 

The attached Grant amount has been reviewed by members of the MEP team. 

Program Name: Unrestricted Educational Grant 

Medicom Worldwide, Inc. 
CME Teleconference Series 

Department 

Legal 

Accounting 

Marketing 

Ed Berg 

Steve Girard 

Paula Castagno 
Andy Pyfer 

Signature Date 
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P. Andrew Pyfer 
Product Director 
Cephalon, Inc. 
145 Brandywine Parkway 
West Chester, PA 193 80 

Dear Mr. Pyfer: 

December 12, 2003 

MediCom Worldwide is accredited by the Accreditation Council for Continuing Medical 
Education to sponsor continuing medical education for physicians and by the Accreditation 
Council for Pharmacy Education to sponsor continuing education for pharmacists, as well as an 
approved provider of nursing continuing education through the California State Board of 
Registered Nursing. 

A comprehensive needs assessment has identified interests of health care providers who manage 
patients suffering from pain. Based on this educational need, we are requesting an educational 
grant from Cephalon, Inc. to support the development and implementation of several continuing 
education activities on the subjects of effective pain management techniques and the changing 
guidelines to improve pain management. The budget to fund these teleconference activities is 
approximately $150,000. · 

Proposed Educational Activities for Pain Management 
► Development, production, and implementation of a CME teleconference series on the 

appropriate dosing and administration of fentanyl. 

This teleconference project will be conducted in two venues. The first venue will be exclusive to 
21 locations the Southeast region of the U.S. followed by a roll-out to 79 additional sites 
nationally. 

These scientific activities, will be developed independently and will comply with all ACCME, 
FDA, AMA, and ACPE regulations for industry-supported professional continuing education. 
The target audience for these activities are pain management specialists, oncologists and 
anesthesiologists, and other healthcare practitioners interested in pain management education. 

As a supplement to our direct mail and web site announcement of these educational activities, we 
request Cephalon representatives to disseminate information regarding these programs to the 
medical community. 

However, the content of such information is the responsibility of the accredited provider and any 
such distribution will be solely as a supplement to provider's primary method of announcement 
and promotion. 

101 Washington St. 
Morrisville, PA 19067 

215-337-9991 
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Thank you, in advance, for your consideration of this request. Should you agree to provide 
funding for this project, Letters of Agreement will be forwarded to you as soon as possible. 

Joan Meyer RN, MA 
Executive Director, Continuing Education 

101 Washington St. 
Morrisville, PA 19067 

215-337-9991 

2 
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2004 MEDICAL EDUCATION AGREEMENT IV 

As a condition of Cephalon, Inc's contribution of funds to support a series of 
independent medical education programs (with CME, CPE, and CNE credits), the 
Scientific and Educational Activity provider agrees to the following terms and 
conditions: 

This Agreement ("Agreement") is entered into as of December 12 , 2003 
by and between Cephalon, Inc. ("Cephalon") and MediCom Worldwide, Inc. 
("Provider") regarding a series of educational teleconferences supported by Cephalon to 
be held during 2004. The parties' mutual objectives are to provide a balanced, 
independent, scientifically rigorous lecture to promote the education of attendees. The 
amount of the educational grant requested is $150,000. 

I. Statement of Purpose. This program is for scientific and educational purposes 
only and not to promote any commercial drug products. 

2. Control of Content and Selection of Presenters and Moderators. The provider 
is ultimately responsible for the control of content and selection of presenters and 
moderators. Cephalon or its agents may respond to requests initiated by the provider for 
suggestions of presenters or sources of possible presenters. Cephalon will suggest more 
than one name (if possible); will provide speaker qualifications; will disclose financial or 
other relationships between Cephalon and speaker; and will provide this information in 
writing. Provider will seek suggestions from other sources, and will, in its sole discretion, 
select presenters and moderators. 

3. Disclosure of Financial Relationships. Provider will direct speakers and 
moderators to disclose to the audience commercial support or funding or other significant 
financial relationships between the speakers and moderators and Cephalon and/or any 
other commercial company whose products are pertinent to the content of the 
presentation. Provider will disclose Cephalon's support at this program. 

4. Involvement in Content. There will be no "scripting," emphasis, or influence 
on content by Cephalon or its agents. However, Cephalon may provide technical support 
to speakers, e.g., furnishing slides or data, upon their request. 
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5. Ancillary Promotional Activities. No promotional activities will be permitted 
in the same room as, or in the obligatory path to, the educational activity. No product 
advertisements will be permitted within the program or handouts. 

6. Objectivity and Balance. Provider will advise presenters that data regarding 
Cephalon products (or competing products) are to be objectively selected and presented. 
Provider will provide the opportunity for speakers and the audience to discuss 
information, both favorable and unfavorable, about the product(s) and/or alternative 
treatments. 

7. Limitations of Data. Provider will request the speakers, to the extent possible, 
to disclose limits on the data, e.g., that it involves ongoing research, interim analyses, 
preliminary data, or unsupported opinion. 

8. Discussion of Unapproved Uses. Provider will request that presenters disclose 
when a product is not approved in the United States for the use under discussion. 

9. Actig® Risk Management Program. Provider is aware that Actiq (oral 
transmucocsal fentanyl citrate) [C-II] was approved subject to a Risk 
Management Program (RMP). The RMP includes key safety messages that 
are essential to the safe use of this product. They are: 

► Actiq is indicated only for the management of breakthrough cancer 
pain in patients with malignancies who are already receiving and who 
are tolerant to opioid therapy for their underlying persistent cancer 
pain. 

► Actiq is contraindicated in the management of acute or postoperative 
pain, because life-threatening hypoventilation could occur at any dose 
in patients not taking chronic opiates. 

► This product must not be used in opioid nontolerant patients. 
► Patients considered opioid tolerant are those who are taking at least 60 

mg Morphine/day, 50 mcg tansdermal fentanyl/hour, or an 
equianalgesic dose of another opioid for a week or longer. 

► Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep 
all units from children and discard properly. 

10. Opportunity for Debate. Provider will ensure opportunities for questioning by 
attendees and scientific debate with and between presenters. 

11. Independence of Provider in the Use of Contributed Funds. 

( a) funds should be in the form of an educational grant made payable to the 
provider organization. 

(b) Provider must be advised of all other support by Cephalon of the CME 
activity (e.g., distributing brochures, preparing slides). If Provider disapproves of this 
activity, it shall promptly notify Cephalon. 
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(c) no other funds from Cephalon will be paid to the program director, faculty, 
or others involved with this CME activity, e.g., additional honoraria. 

12. General. 

(a) Cephalon agrees to abide by all requirements of the ACCME Standards for 
Commercial Support of Continuing Medical Education, and acknowledges receipt of a 
copy of those standards. 

(b) Provider agrees to: (1) abide by the ACCME Standards for Commercial 
Support of Continuing Medical Education; (2) acknowledge educational support from 
Cephalon in program brochures, syllabi, and other program materials; and (3) upon 
request, furnish Cephalon with a report concerning the expenditure of the funds provided 
by Cephalon. 

IN WllNESS WHEREOF, the parties hereto have executed this Agreement as of 
the day and year first above written. 

MEDICOM WORLDWIDE, INC. CEPHALON, INC. 

By: ----------
Name: Joan Meyer 
Title: Executive Director, Cont. Ed 

~:..eY1tc 
Title: -----------Date: December 12, 2003 Date: -----------

APPROVED 
~<. 

.i( \lo \ <1-\ 

Fl ntllNCI= D1T \ 
PJh I!.--~-.:•· - · J 
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Terrence Terifay 
Cephalon, Inc 
145 Brandywine Parkway 
West Chester, PA 19380 

Dear Mr. Terifay: 

As an accredited provider of continuing medical education for physicians, pharmacists and 
nurses, Medi Com Worldwide, Inc. has recently completed a comprehensive needs assessment to 
identify the educational needs of clinicians who provide care to patients with chronic pain. This 
needs assessment was complied from the following sources: 

• Advisory panel of clinical experts 
• Survey of past participant feedback 
• Literature searches 

Based on the identified educational need, MediCom is requesting an educational grant from 
Cephalon Inc. to support the development and production of a live educational event that will 
take place at PRIMED EAST in Boston, Oct 2004. 

This live activity will be reproduced as a self-study activity developed jointly with Medscape and 
presented via a online multimedia adaptation of the live event. This activity will comply with all 
ACCME, FDA, AMA, and ACPE regulations for industry-supported professional continuing 
education. The televised healthcast format allows health care professionals across the nation to 
conveniently participate in this activity from their own home, office, hospital, or clinic. 

The budget to fund this activity is approximately $247,350.00 

Thank you, in advance, for your consideration of this request. Should you agree to provide 
funding for this project, Letters of Agreement will be forwarded to you as soon as possible. 

Respectiifly, 2 /._,.f ~f:' {c""' C) 
r fr/'v0\ ;N J'i-f> r c =- :u,~, 0"1.,f."" 
Joan Meyer / '.,. // 

Executive Director, Continuing Education 
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PRl•MED 2004 - PRI MED EAST 

Grant Request: $247,350.00 

PriMed Administrative Fee 

MediCom Project Management 

CME Approval/Certificates 

PROPOSAL #04-082 

Cephalon, Inc 

Meeting and Faculty Coordination 

Design and graphics 

Review/Approval 

Certificates @ 250 

Adaption of content for enduring material 

MediCom On-site Symposium Management 2 Symposia 

MediCom Expenses 

Faculty Expenses 

MediCom Service Charges 

Medicom subtotal 

Enduring Material Adaptation 

Modscape 

Total Grant Request 

$800/day per 2 staff - 1.5 days ea. 

Air Travel 

Hotel & Room Tax 

Meals 

Out of Pocket 

Ground Transport 

Misc., shipping, FedEx 

Printing of Evaluation forms 

Production of Support Material/Handouts 

Posters 

Catering; food/beverage for 250 

A/V services and digital recording 

Honoraria 

Airfare 

Hotel 

Meals 

Two faculty per meeting 

Ground transportation airport limo to/from 

Overall Project Management/ Accounting 

Projected Total 

2-Jul-04 

PRIMED EAST 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

2 $ 

2 $ 

$ 

$ 

$ 

$ 

$ 

20,000.00 

30,000.00 

3,500.00 

5,000.00 

2,250.00 

$7,500 

2,400.00 

800.00 

600.00 

100.00 

50.00 

100.00 

500.00 

300.00 

6,250.00 

800.00 

25,000.00 

3,500.00 

5,000.00 

1,600.00 

700.00 

100.00 

300.00 

15,000.00 

131,350.00 

$116,000.00 

247,350.00 
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PRI-MED 2004 · PRI MED EAST 

Grant Request: $247,350.00 

PriMed Administrative Fee 

MediCom Project Management 

CME Approval/Certificates 

PROPOSAL #04-082 

Cephalon, Inc 

Meeting and Faculty Coordination 

Design and graphics 

Review/Approval 

Certificates @ 250 

Adaption of content for enduring material 

MediCom On-site Symposium Management 2 Symposia 

MediCom Expenses 

Faculty Expenses 

MediCom Service Charges 

Medicom subtotal 

Enduring Material Adaptation 

Medscape 

Total Grant Request 

Confidential 

$800/day per 2 staff - 1.5 days ea. 

Air Travel 

Hotel & Room Tax 

Meals 

Out of Pocket 

Ground Transport 

Misc., shipping, FedEx 

Printing of Evaluation forms 

Production of Support Material/Handouts 

Posters 

Catering; food/beverage for 250 

A/V services and digital recording 

Honoraria Two faculty per meeting 

Airfare 

Hotel 

Meals 

Ground transportation airport limo to/from 

Overall Project Management/ Accounting 

Projected Total 

2-Jul-04 

PRIMED EAST 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

2 $ 

2 $ 

$ 

$ 

$ 

$ 

$ 

20,000.00 

30,000.00 

3,500.00 

5,000.00 

2,250.00 

$7,500 

2,400.00 

800.00 

600.00 

100.00 

50.00 

100.00 

500.00 

300.00 

6,250.00 

800.00 

25,000.00 

3,500.00 

5,000.00 

1,600.00 

700.00 

100.00 

300.00 

15,000.00 

131,350.00 

$116,000.00 

247,350.00 
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EDUCATIONAL GRANT DRAFT REQUEST 

The attached material has been reviewed and is approved: 

Payee: Medicom Worldwide, Inc. 

Amount: $247,350 

Type of Program: "Treatment of Chronic Pain in the Primary Care Setting" Symposium 
to be presented at PRI MED EAST in Boston, October 31, 2004 

Submitted for Review: 7 /29/04 

DEPARTMENT NAME DATE 

Scientific Communications Rod Hughes 

Medical Affairs Kiumars Vadiei 

Legal & Government Ed Berg 

Return to: Suzanne Richards, ext. 86532 
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LETTER OF AGREEMENT 

Regarding Tenns, Conditions and Purposes of an Educational Grant 

Among MediCom Worldwide, Inc. (The Sponsor), WebMD, Inc., ("Medscape") and Cephalon, Inc (the Commercial Supporter/ 
Grantor ). Cephalon, Inc has agreed to provide, an unrestricted grant in the amount of 247,350 in support of the educational activities as 
outlined below. MediCom Worldwide, Inc. agrees to disburse the grant funds specific to the development and implementation of the 
Internet activity directly to Medscape. 

Title of CME Activity: Treatment of Chronic Pain in the Primary Care Setting 

Proposed Date: Live event: October 31, 2004; Internet Posting date :November 15, 2004 

Location: Live symposia to take place in conjunction with National Conference "Pri Med East" 
Boston, MA. Medscape to adapt live activity for self study fomiat via internet 

Commercial Supporter: Cephalon, Inc. 

Address: 145 Brandywine West Chester, PA 19380 

Telephone: 610-73 8-6517 Contact: Terry Terifay 

Type of Grant: Unrestricted Grant: 

Distribution of funds: 
Total Grant: $247,350 

• MediCom Worldwide, Inc. $131,350 
• Medscape: $116,000 

Sponsor: MediCom Worldwide, Inc. 

Telephone: 215-337-9991 

Fax: 215-337-0959 

Contact: Joan Meyer 

WebMD, Inc., ("Medscape") 

Address: 224 W. 30th Street, New York, NY 10001 

Telephone: 212-624-3891 

Contact: Sarah Speer 

CONDITIONS 

1. Statement of Purpose: program is for scientific and educational purposes only and will not promote the Grantor's products, 
directly or indirectly. 

2. Control of Contents & Selection of Presenters & Moderators: Medi Com Worldwide, Inc. is responsible for control of 
content of the activity and selection of presenters and moderators. The Grantor agrees not to direct the content of the activity or 
to influence the MediCom Worldwide, Inc. and Medscape with regard to content. The Grantor, or its agents, will respond only 
to Medi Com Worldwide, Inc./Medscape initiated requests for suggestions of presenters or sources of potential presenters. 
MediCom Worldwide, Inc. and Medscape will record the role of Grantor, or its agents, in suggesting presenters; will seek 
suggestions from other sources; and will make selection ofpresenter(s) based on balance and independence. 

3. Disclosure of Financial Relationships. MediCom Worldwide, Inc. will ensure disclosure to the audience of(a) program 
funding and (b) any significant relationship between Medi Com Worldwide, Inc., and the commercial supporter or between 
individual speakers or moderators and the commercial supporter. 

3. Role of the Medscape: Medscape may act as the representative for Medi Com Worldwide, Inc. in the overall management of 
this activity and in day-to-day communications with the parties associated with this activity, including faculty and the Grantor. 
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4. Disclosure of Financial Relationships: MediCom Worldwide, Inc. will ensure meaningful disclosure to audience, at the time 

of the program, of(a) Grantor funding and (b) any significant relationship between MediCom Worldwide, Inc., Medscape and 
the Granter or between individual speakers or moderators and the Grantor and/or Medscape. 

5. Involvement in Content: There will be no "scripting," emphasis, or direction of content by the Grantor or its agents. 

6. Ancillary Promotional Activities: No promotional activities will be pennitted in the same room or obligate path as the 
educational activity. No product advertisements will be pennitted in the program room. 

7. Objectivity & Balance: MediCom Worldwide, Inc. will make every effort to ensure that the Grantor's products (or competing 
products) are objectively selected and presented, with favorable and unfavorable information and balanced discussion of 
prevailing information on the product(s) and/or alternative treatments. 

8. Limitations on Data: Medi Com Worldwide, Inc. will ensure, to the extent possible, meaningful disclosure of limitations on 
data, e.g., ongoing research, interim analyses, preliminary data, or unsupported opinion. 

9. Discussion of Unapproved Uses: MediCom Worldwide, Inc. will require that presenters disclose when a product is not 
approved in the United States for the use under discussion. 

10. Opportunities for Debate: MediCom Worldwide, Inc. will ensure meaningful opportunities for questioning or scientific 
debate. 

11. Independence of MediCom Worldwide, Inc. and Medscape in the Use of Contributed Funds: 

a. Funds should be in the form of an educational grant made payable to Medi Com Worldwide, Inc. 

b. All other support associated with the CME activity (e.g., distributing brochures, preparing slides, etc.) must be given with 
the full knowledge and approval of the MediCom Worldwide, Inc. 

c. No other funds from Cephalon, Inc. will be paid to the program director, faculty, or others involved with the CME 
activity (additional honoraria, extra social events, etc.). 

Cephalon, Inc. agrees to abide by all requirements of the ACCME Essential Areas and Policies related to commercial support of 
continuing medical education. 
MediCom Worldwide, Inc. and Medscape agree to: 1) abide by the ACCME Essential Areas and Policies relating to commercial support 

of continuing medical education; 2) abide by the Food and Drug Administration Policy Statement on Industry Supported 
Scientific and Educational Activities 3) acknowledge educational support from Cephalon, Inc in program brochures, syllabi, and other 
program materials; andt 4) furnish Cephalon, Inc. a report concerning the expenditure of the funds provided. 

Payee: 

In Care Of: 
Address 

Tax ID.# 

Confidential 

Medi Com Worldwide, Inc. 

Joan Meyer 
101 Washington St 
Morrisville, PA 19067 

233063738 

TEVA_MDL_A_01851449 

P-29481 _ 00925



07300BB.7

Cephalon,. Inc. Represen~a ·ve: () 

~ 1LA.,Jl 61111> L..__ 
Signature: 1 
Medscape Representative: 

Signature: 

MediCom Worldwide, Inc. Representative: Joan Meyer 

Signature: 

Confidential 

APPRov,o 
~11.1w, 

LEGAL 0 

FINANCE re, 
........ ,,.,.~,·~~-·--~·- ... ,. 

Date: 

Date: 

Date: 7 /<}_//I) f 
2/00 
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Symposia Contract 
P~MED 

lnduscry Supported Sympor.ia, to be held in conjunctjon with the Pri•M!.\d .Cqnforence & Exhibltlan~-

0.r-garii:z.lng Company. )\(J:i> { WJl..{_ VJQ!2:U)W1Qt; /Nleducatlon Sponsor: AfE;()lloH /iuuJUJtot; ti.Lt:: 

{l',-otn>m M4~~11"'"""' I E.ec,rianJ /J / (A<(n,dlior/ 
• 

Commef'cial Supporter. f'dfi-lft-() N Pr-og,am Topic~ W~ C f1A..,,, A.I 

(&orrrat') 

Conference & Exhibition Locatlon(s): Please lndiute .ill regions for whic:h thl~ c;ontrac;t will apply; 

• Pri-M~ South: Afrll l·i, 2004$ 

Ft. ut1der<t;1le. FL 

• Pri-Mod We.St M~y 12-1 !i, 1.001• 

Ariheim, CA 

• Prl-Mod Mid-Wast: June J t,_ I 9. 2004* 

Rosemont. IL 

OPri-Heci wt: O<:tober ZS-) I, 2004* 

Bcswn, 11A (doru 11Ubj«i ;u, change) 

• Pri-Hed Hid-Atlantic: Navembet I '1-20, 200'!~ 

Washlngcon, DC 

*Pre-Conference S"yrnposlo Days are held on~ day prior ,a tho opening of the J-Oay Conf~rt:nc:e & &hlbltio11 

Symposium Fee: $'.l-O,000 for Breakfast, Mid-Morning, 1.-unc:h, and Afternoon time slof.'l 
REMIT PA'YMENTTQ: 

$26.000 fer Oinner slots 

1ho commerciil supporter wislie, to provide support for tl,e named cantinulr,g rnediQ.I 

edue::1tion a.aivity by me1n~ r;if a.r, unrestrlcte<I ei:lucationa.l grant. Pa)'rr'IBflfS of J:r<1l'lf l'r\DOles 

s"311 be lllloa·ted to """h rvgic11: $2,000 dopa.I~ cf total gtnnt Monies due nt time 

Halllnr Addreu: 
Pri-Med 
do MJC CafJ\mu~icadDI\S 
PO Box lll007l 

Dln!mli'!t Add.--r. 

~"cf 
rJo MJc;: C,;,mmunici,.rionJ 

Sympa~ii Marl<~~ng Spc~lill~< 

381) Stuart Street 

o( applic:ation. f\(!f!'laflllng balance: shall be d1ie approitimately 7 months prior u:i each 

Conferon,c. Please sec paymei,t scl-,edule below: 

Bowin. MA OZMI --OBn 
Boslon. /yJ\ 021 lo 

/617) 406--4000 

P.-Yl'1EMT SCHEDULE PRM'l~O 50UTH f'RM1£DWE$T PRI-Meb HID-WEST PRl-11ED fAST PIU•1'1EP MIP.ATI.ANTIC 

Ballance o..,a '" Pr>-Md! Upo,, Acc:eD~n~e Upan Acc&pQn~e Upon Accep'-'nee A1>rll 16. 200.C l'fu7. lQ(l4 

Ptl-Med's ResponsibU~ 
• Pi-o..-ide a session room In t:11e Convention Center or ln II Co"ference Hotel. 

Provide buic AudioNisual needs incfuQing; one LCO projcccar, screli'l1(:i), pc;11llum and wired lavallere microphone, soi,nd far the. rogm, 

• Determine room set" ;in4 tef.fion capacity. 

Mar\(et all a?provecf s)'mp,:,sl'tltn pragr~m$. 

• Pro..,jde q~lit:y llU\Jr";lflCe services if,rou,;f, <tu, Prl-M<>d IMtltum. 

• M~n~ the entir~ re&lstratiQO procass Including prn-rogt,u-aclen and Dn-slte regi.tntion. 

• Provide the Organizl11t Company wld, bl-woeldy pre•reglstratian update~. · 

P..--ide l;;i:r:,canf ft::a.ders ca clectronlcally re,ord symposiU<n 11ttendaJ>ce an-•ite. 

Pnwida the Orpni~l11g C01T1pu,y wich ;i list of pre-registrants 3nd II list or aci:u~I SO$&lori atcendees. 

l'tovide ('2) Tempo~ry Seili Personnel tr;, ;mist for the cluratlaf\ af a symposi<1m. Temporary Stilff will assist with cr..slr.e regiscra.tian along with any 

addllian~I nee<ls t-tn: OTlf<lr\i:i:ing Compar.y might have lricl1idh,g bui: riot llmitod to; 11ll~bus dl5trlbudon u,d suNey colle.aiQ1'1-

Assigr1 (2) l'ri,Me<I ~ff mamber• ta ovors<io chei raglstradon process :ind man,.ge the, ticket holdor -and na'1•tlcket holder ""'lit li"es. 

Pra.,ide " sh~red aflicc for all Organizing Compaflie• to co,,ducr informal ~poakor !Ihle re11iews, make phone Qlf~. and &c.:>re ,yllabus m:n:erhk 

Or~nizin.&: Cgmpany I Sponsorinl: Institution's Respaosit,Uities 

Confidential 

• Create eduC.Jtional CQl\~f'lt fc;,r the symposium and coordinate all aspect• af the CME prognm wllich tnch.!'1,;, but ari, not limited l'.O: 

Sec•m, CME accrcdlratfon and ensure cornplianr:e with ACCHf; g,ddc,llnc,. 

Er,1ur(l n11lihoi, Ha.Nard Medical School nor tl,e P'ilrtflerir,g Jn~dtutlon, In the specified region. is the acac:diting inititutiori. s~ Candblat1$ (Qr o 

listing of portllering iflrotutions. 

Socuro 1pc-aJcen: / moderat.o.-.:, ensure i!,elr df\Uadons ,1ro _QQS with H;irv.ird Me<IIG1I S,:hc,ol er the Par-tr1erin11 lnsclwticn in me region, uid 

ol:l~ln iippraval from Pri-Hed. See Conditions for a lisllnf of partncrit1g in.t/tue/ons. 

Submlc symposium ,ontent t,;i ~t,o Pri-M.,d lnukute for q1ia1lty review and feodb11ck. See Conditia>,s (Pr (urtf,er ,1,.ro;k. 

Create, print. an<l 5hip ~11 syllabus material. 

Oisa-ibute education cercifit:-at0&. 

P..-ovic!e all requested program information, by the deterfTllflecl cle11<llir,es, for lnd1.1slo11 on the web site. in tJ,e Full Conference Brach<1re, Sympasi,. 

Overview. and Con(ereru;e Directory. lrr(o,mol1f>I\ te(ef~ed oft.er the deadline mQy n~i ti2 included. 

• Design ~ l V, .. x CJV, ·• bl3ck and white aclvertf•~~"t tD be Included In tile Conference Dlrecccry. 

• Create (2) 22" r 28" prcmotlanal signs to be displayed on tlie Sympo~iurn Wall and outside 1:he ~,igr,ed rnssion roor'I'\. 

• (Opfional) Create 2ddltfonal 22·•" 28" promotion~! 5ign~gc co display In che Co1wention Cc:nt<lr ""d/ar Conrercnce He>teb, 

• M~nage ~II on-site aper-a.ti_onti, ""ith tho cxccptlon af rcgi,tr.atlQn, incl4tfini; but not lln1lt0d co: spe:ilt;er re9uest.s, food and bQVerage service, audi,;, 

visual, and atlla.J>ws dhll'lbc.,tion. 

• Pl4co fequlred food mid be'terll,(e on:jeq dlrl!Ctlj with the Cor,yen·tlQn CeJ1ter, comply with Pri-Med's food & beverage gtiidelinci, iln<f incur a.II 

a.sociated co,1:S. 

• Pl'lce all 'ludlo vl,u~I requests, in a<lditian to the J<.andnrd sec, dlroc;tfy with the Offlcl~l Confonmce V•ndor. 

• Monitor prc-registr.itlon atcandancn figure$ ind c:orrtact Prl-Med repr<llng additional promotion~( options ii> nece.$Sill')'-

TEVA_MOL_A_01851451 
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CONDITIONS 

l • St;aremen~ <Of Purpose: This CME activity 11 for sclentlli, and oduot\0nal purpo•e~ ¢1"11' and wiU no< promoto the Comm,:o:i~I Supparu,r's prad~c:,, direa11 or 

,ndira,c;d)'. 

2 c;:.ontnaf of Ca11ten1: "'."d Seler;tlon of Pr'l!sente,-s an<l 1'1oderator:i;: Spi;,osar 1, reapon•lble fOr conrrol of canti:nt a.nd .e1..,,,,1...-. of pni<•,.•ers :u1<1 

modonuors. Tac Cammaraal Supporc~r agreet nae ea dinJct the canicnt of th~ pro&l'a,.,... The c.,m,.,~r~l;ll Suppan:er. or 11:$ ~«emu. -..ill resp;,f\d <>l'ly ro Spcn,ar•init;•tcd 

""4Ue$tS for •-•U<>DS of pr•$,enitor> or sourt=et of pculble pr~:tento,.., The CQrpmcrc:lal Suppcn:er will 'Y&ll">< moni ~n one ~.n,11 (if posslblel: will pro'Wide sp~kcr 

qiwiflc:ad=•; ~U disclose finitnc:i,1 or ochsr relulonihip• butw...il' Comm•rci~I S11pporti:r 11nd Jpo~ker~, ~ad will provide <his lnform~ci..,, in wririh.lf. SpDl'r.u;,r will rccor"tl 

n:>)m of Com,.,.,,clal wpporuir, or. i,s •gr,nt•, In sugget<inz prannterls), w;fl ,aok ,ugg .. roon, from otfiar "'""""'· •nd ..,;II m~ke snlocti011 <ff preJcntcri,) blled an balanc• 

aod independan~ 

. 

), lnvolYement In Content: There wiW bo na "$cr/pdng," emph~•ls, or dile(clan of conter,_t by tho Camm~rci\ll 5w~pot'l:cr or I<> ",!,'f!nl>i, 

4. Objec:tlvJty & Bala.nee: Sponsor will ""~ko every effort to •niuni th~t die.a ro~dlng the Commercl•I Supporter's prod11c,s (or comp<!ting prodw:a:) ua objactNely 

scJ=,,6 ind llYesentcd. with nvorabh, •n4 unf-a•Gnble lnform~ciOfl ~nd 1,;it~nc•d dlsc,mioo al preY11lllns !~formation on the pre>duc .. s) iftdlor alc:mTillciYe u'e~tme/ltl, 

5. Umltatlon5 an Da.Cll! Sponior '-tilC ensurv d,~• dM:i toprding the ComniQr~lil.l Support .. r'• praduots (or compodng producu) ~re ohjac<i,,ely selei:t.ed ind pn:unred. 

with fnaroble ,v,q "nfe.,onbl,. infonnulon ~~d b~la.n£od dl5Cv,slon of proV11l~1lll lllfor~ci0n on th• proQucc(s) and(or .Jt..rnaci•e t:reaP!le..U, 

6. Discussion Qr Umi.ppruved Us-,&; Spon"'r will raci,.,lr• <11•< pr••onters i!lscloiil: wh~n ! prod11a 1$ n0c lpprov<>d in the Unicad St:1!'.C$ ror the 11Se und.,.. dl;o,s.ian. 

7. Di~closure of fln:u,cfi\1 Relationships: Spon:1<;>r wltl ■nrure rne•nl11ffful dlsclo•urn ta the aullktncc, at tl,a time o(tl,e pi-ojl,;i<r,, or (a) Comrn•.-clal Supporter funding 

ind (b) 'U<f •i5Tilllqnt ~;<Q<>.,•hip be,weefl <ho Spor,sor e~d tho Commercial ~uppal'"lr or bc,twccn lndlvld~~I •p~;\l<on Or n,odcramrs ,nd <he Cotrunerc~ Su11p,;,r<ior. 

8. Opporn.inl~as for Oebace: Spon10• will .. n•ur .. ..,,.,nlngful opportunltim• for quo$tlons or ,ctontl~" dGbar.,. 

9, ~ole of die f'r;.,..e,rt Institute: The Pri-P1ed lnsrlcute, which Is ~ccre~lied by dla ACCNE to provide conclnuiflg medical educorion for physic,~n,;, will q~allty-r<1.v\ew 

,p.,,..son,d ~etMr.la. The ccmtant providor qrr..,, CG submit ill reQUested pro1•afTI m.iUJrlals to <hi' f'rl-!'1ed ln•tft,J<e far ,.,.,,lew 6-\,,feek< prior to the ijC~iq' ~d ~ndua 11:1 

work undl!!T' n.,les and n:i:ufacion, -., n\pula<ed by the ACCME, 

to, Speaker & Ac:credltation RescncClooa: Syrnpr,1ium Pra,,,.m~, In tho ,poc1n~d r<iglons. ,n~y not be accraditoid by 11o""11'd M~i.:..I SQ!ool or <he pa~e,l"g 

itl1dtutlon md 5p••~er./moder.c.ors Mity not bo offllioced with H.r-v.1rd H"dlc.,I S~hocl or ine. part110rlng fnn!t<JdoM. 1-'ol"l.narlng lns(fcurions include, j;g,IIU): Uni,en.\oy of 

H,~mi Schaol of Modicine. ni:.u: P.,vld Gcff"n School a( MedtclM a< UCLA, ~ Northwestern University l'elnbe,g Sd,,aal ,;,f 1-f,.d;c;., • . fu1' No p:,l"l.nerlng: 

inst/c~Cion. and hid-/1\tluulc: John; Ho,:,~111, UntY•r•h:y S~kool of M~d/~inc, 

11 . PtJblid1ed Jnfarmatlof'll A,i orpni1.lng ,ampany ~h~II not l'flc,dl(y tho s7mpo•lum tide er .,,~olon ln(ormatlon once le has bl!l!n <ubrwa:ad to Pri- Mad •nd published. 

12. Anc.llla.ry P.-omutional Acdvltlns, No promotio,..1 1ccivldas ,.,.Ill be permlthd In che 5'lme room <>f obltgu~ .,..tJ, u th. nduc:o:cianal activl~, No product 

i4vef"OScmont will "• penn~ed In dtb prcgr.im room. No promotion of th.i aduC1tlOl'l~I ~~lvtty and/or p•amccio"al .tgnigs will be permitted in ~ uhibic booth. No 

li<r,r-.wn, m;q be di•trlh"ted In l'.t.o public •p~,u or b1 moan$ of pla.suc: llccraturo holders secured to •i&I'•'"· Na lndapandent promodo~( fl'llllli/lg5 wnl IN! pennitted unleu 

otnerwi•• •Ppro""d by Pri-Hed. P,omotlonal Sls;n,ies ""ill ~e permittad II' ~e p~bllc: •p~co proyldgd It ~dheni• to the 22' ',t29'" sl~" ap~,;i!ic:a1iom and limit (I) ilgn pr:r lnol 

in tho Comn,nli"" CMCcr •nd ( I) •ign por Ho,,1. An Org•nlzlng Comp~ny will ,insure • mJn(mum of (2) u·•,..i1,1• signs nro crQtod •nd ,hipped to the C-enc.eJ' for display 

"" <he 5ympa<li,,n w,11 and ouaidco du, $OSSl<>n ro0rn, 

I). E11durlrig Materials: An Organizing Camp~ny sh:,I( n<>lify Pr1-1'1ed If dis symposium, b<:ing hold In conjiin,;d.,l'I, ,.,Ill be 1udlo rc,ordod, video rec,irded. ar p1tbll1~. 

-~here to Pri•Had'r dis..-ibudon guldeflnei. ,nd .,..,,ur• &hat tho Pri-M~d l>r•nd is not ld•ntiflablo or referenced In the rc,produalon. 

14, E>chiblt Sp.-.c,:,, t-16$( •wpp<>n;lpg companies h~"" ~ presence D~ t/111 a,,hll>lt floor, lloldtng • mli,lmum of ◄00 '""are fee• of e'l(hibit space. Thi1 prl!.!Dnce I~ SU<>l1a1r 

e~,;oi,n,gcd. 

I$. Roam Set ,& Cap,1cl qr: An ara:inlJlng camp;,ny Is cammle<e(l (0 ttle room s.,. dotormlnod by Prl-11e4 and set 1'1tef';l<iOM .,., prohibited. An 0<1r-1niiin,: ~i;,mp;>ny i• 

commitred «> rhe seul(>n tap.city pr<:-dotmrmlned by Pri-M1;1<t i,,d muse bQ equ•lly ll~wible In •unmmod•1ll!g addllia"ill on-silo atund""'· upaP\ Prl-Hed's rcquc•~ on t:ltc 

Pre-Cor<f.,r11nc~ Symposia o • .,,, 

lq. Photography: Pn•M•d n,s,m,es che right to photog,.pk th11 audlan<o and ,pe~l<•r< w~u .. • •-,m,posium Is'" seu/11~. 

17. Cancefb.,:(on by Con,tne.rci<1-J Supporten Tho PByee •h•II rc,c,ilvc ~ SO',lt\ ,.,rwnd or l(,o toaol ,ympc,lum raa (la$, the $2 .. 0QQ lppfli:.,ci,_, dcpo,il) if no<lli<a<i,m a( 

~n«:ll,r.lon !• ,.,cci...,d m writlng on or before cho Colfl(c:ll•th>n o.~11110. 1r 'ii program Is c~ncell=d after' tha daadllnc, ~ rolund will not be iS$U~d. l'rt<Med will dedi,(t (S) 

priori.-, pcinta, ~nd re5ef"'a •he nth• ta prohibit p:artlclpa.tlon In sy111po1la at ruwro rnD01:l~II•• Tho 1004 cancoHatia" deadli""" -re~• follo~ 

~; Sap,_1,.,, 1'-'. 2001 'tl!lal; Oi;tobor JI, 2oa1 ~ Dece,nb .. r S, 1001 Mld-At11ndc: April 16, 2~ .la& l'by 7, 100, 

18. Cancellation by Pn-Hed, In 'lht0 ovent that ct,e pre111t~o• In 1.tl1idl th• Conferc11ce & Exhibition h or 1, to be conducted shaft bccoma, in th11 ,ala di,cretlon of 

t1~n~gemen1, u111it for gccupanq, or In tha mYant the holding of?li~ Co~(arence !I eithibltlan or tho perform~nc~ ,;,fM~n:i.gemonc u11dar the con~a {ofwhidi those Rule, 

and Rqula.tio"' ani • pan:) are wbs~n•illlly or ma<crlally inti:rlan:d wl,k liy vlru.e of 1ny ,:/111,e o,· c~usos nae r.,· .. on•bl~ withio cl,., con"<rOI o( Manag-einetK, said contract 

-.s,d/or th11 Confi,ren«• & &l\lltl~lon (or any p•rt hcraol'I m•~ be ti,rmlnaced by MM~gement. Managammn< ,t,all not ba re<pon<ible for deJa~ .. d~m",lle, lo~s. in<:c"'l,l'.e,j ,;osts 

or other ,infavo~bl• can~l.tlons ~rising by vlrtue of ou1e or q~•~• nor tbUO"ably within tha control af N•n•gemonc. I( r1anagernen~ <ermln'I•.,. <aid ~on(""C'e \nd/or 

Col\lmrence & E>:ltibitton (or ~"r p~rc th.,n:ol) •• aforesaid, then l"l~n11g&n,enc /'fl:i.y re1a1n ou,h purt of• payo~'f symposium fOI/ •• ~!,all b~ ~ired lQ recompense It for 

""I"'""" i"<Uf"1'e,:f "P to d'I• Cllno su,f, contlnganc;y •hall have o,:<urr'l<l, a~<i <hero sh•II ba ""' f.,ccl,er Habllity on <he part of elcl,~r P""Y· for piu-pa$e$ herci;,f, the phr,u0 

··~.,.., ar """"'~ ""l ~,po,,..lbly withi" tho .:;ona-ol of Man~sement" shall lncl1.1do, but shall "ot bco llmited r.o, f\re; casualty; flood ; epidemic: "'l,vtq\J•l<I'; •'<J)loiion or 

...,.;d•m; l>locbj:11 •mh1trgo; hrclt!ln,n< wc.1th0,; go~ornme,,<al '"ilr.lln<!l; r•str..hU< <,r ordars of d•il dofonn1 er military 11u1ho(iti"5; aa of public enemy; rlo~ or (!vii 

dio:rumance: «rll<.,, (od,oul, boy(ott or other ltbor dinurbance; ln•bllky '" $Cc<1rq •uln<i•"t hbor: tochnloal or 01h11r por•onnel failure; Impairment "' l~d, <,f ~,:f.,~,., 

<nn<pc...,.don fodlldesi lnabJlity t,;, <>l><ill'I, cC.f'dom~atian, roqui,itlon Qf ~omm~ndeeflng al neces~•rr ,wp1>l/01 or QquipmQnt; local, icall!, or fedenl \aW'li, ardin-n~••· ri,lo,1, 

"rden, d..aees. or ref/lacloi,$ whcro l~glilativc, i;)lecutlvo or 1udlcl~I. and w\,ether ccnitl~u~lo11al or uncan,cltutlan:;al; or Acts of God. 

1-d-b-0 

Print Full Name 

Dau, 

(P,1-Med I• an l'ljC Communications Co,npany) 
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From: Origin ID: (610)738-6532 FedEx Ship Date: 16AUG04 
Suzanne Richards Express Actual Wgt: 1 LB 
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~ 
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WEST CHESTER, PA 19380 
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SHIP TO (215)337-9991 BILL SENDER 

Joan Meyer 
Delivery Address Bar Code 

Medicom 
101 Washington Street 

Morrisville, PA 19067 
** 2DAY** WED 

I ~ Deliver By: 

TRK# 7907 3383 1558 FORM 18AUG04 
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2004 MEDICAL EDUCATION AGREEMENT V 

CME LECTURE SERIES 

Amendment 

This Amendment ("Amendment") is entered into as of July 20, 2004. This will serve to amend 

certain terms and conditions of the 2004 Medical Education Agreement V (the "Agreement") 

between MediCom Worldwide, Inc. ("Provider") and Cephalon, Inc ("Commercial Supporter") 

entered into and signed March 8, 2004. 

The Agreement identified a need to develop and execute a series of live medical education 

activities focusing on topics related to chronic pain management and approved for CME, CPE 

and CNE continuing education credits. 

The series was designed to execute 350 (1.0 hours per) live educational lecture activities 

scheduled in 2004 throughout the United States and a series of 30 (3.0 hours per) live symposia 

activities scheduled in specifically identified regions in the United States. 

As a result of ongoing Provider management review and process improvement initiatives, 

Provider is requesting an amendment to the scope of the original grant request which will result in 

a decrease in the total number of activities to be executed throughout 2004. Provider will execute 

a total of 214 live activities as part of this agreement. In so doing the grant request will be 

amended as follows: 

Approved total grant request: 

Amended total grant request: 

Invoiced and paid to date: 

Invoice and final payment: 

$4,368,980.00 

$2,611,472.00 

$2,184,500.00 

$426,972 
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All other terms and conditions of the original Agreement not specifically changed herein remain 

in full force and effect. 

IN WITNESS WHEREOF, the parties hereto have executed this Amendment as of the day and 

year first written above. 

Title: Executive Director 

Date: July 20, 2004 

Name: 4-jn l'-Q \:)(OQ~ S 

Title: V < P. ~ (h4,C ls.4,J~ 

Date: <(/,v, Jo,f 
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Cephalon Review of Education Grant 

The attached Grant amount has been reviewed by members of the MEP team. 

Program Name: Umestricted Educational Grant: 

Medicom Worldwide, Inc. 
National CME Lectures and Symposia 

Department 

Legal 

Accounting 

Marketing 

Ed Berg 

Steve Girard 

Paula Castagna 
Andy Pyfer 

Signature Date 
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December 12, 2003 
P. Andrew Pyfer 
Product Director 
Cephalon, Inc. 
145 Brandywine Parkway 
West Chester, PA 19380 

Dear Mr. Pyfer: 

MediCom Worldwide is accredited by the Accreditation Council for Continuing Medical 
Education to sponsor continuing medical education for physicians and by the Accreditation 
Council for Pharmacy Education to sponsor continuing education for pharmacists, as well as an 
approved provider of nursing continuing education through the California State Board of 
Registered Nursing. 

A comprehensive needs assessment has identified interests of health care providers who manage 
patients suffering from pain. Based on this educational need, we are requesting an educational 
grant from Cephalon, Inc. to support the development and implementation of several continuing 
education activities on the subjects of effective pain management techniques and the changing 
guidelines to improve pain management. The budget to fund these activities is approximately 
$4,368,980. 

Proposed Educational Activities for Pain Management 
A series of approximately 350 one-hour CME lectures across the United States 
A series of 30 half-day ( 4 CME credit hrs.) symposia strategically held across the US 
Continuation of the CEP speaker lecture bureau for invited clinical experts in pain management 
Development, production, and certification of CME slide content for four identified topics 
Continuation of access to MediCom's proprietary CEP web-based CME slide library for faculty 

These scientific activities, will be developed independently and will comply with all ACCME, 
FDA, AMA, and ACPE regulations for industry-supported professional continuing education. 
The target audiences for these activities are pain management specialists, oncologists and 
anesthesiologists, nurses, pharmacists and those other healthcare professionals interested in pain 
management education. 

As a supplement to our direct mail and web site announcement of these educational activities, we 
request Cephalon representatives to disseminate information regarding these programs to the 
medical community. 

However, the content of such information is the responsibility of the accredited provider and any 
such distribution will be solely as a supplement to provider's primary method of announcement 
and promotion. 

IO I Washington St. 
Morrisville, PA 19067 

215-337-9991 
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Thank you, in advance, for your consideration of this request. Should you agree to provide 
funding for this project, Letters of Agreement will be forwarded to you as soon as possible. 

Joan Meyer RN, MA 
Executive Director, Continuing Education 

101 Washington St. 
Morrisville, PA 19067 

215-337-9991 

2 
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2004 MEDICAL EDUCATION AGREEMENT V 
CME LECTURE SERIES 

As a condition of Cephalon, Inc' s contribution of funds to support a series of 
independent medical education programs (with CME, CPE, and CNE credits), the 
Scientific and Educational Activity provider agrees to the following terms and 
conditions: 

This Agreement ("Agreement") is entered into as of December 12 , 2003 by and 
between Cephalon, Inc. ("Cephalon") and MediCom Worldwide, Inc. ("Provider") 
regarding a series of 350 educational lectures and 30 symposia supported by Cephalon to 
be held during 2004. The parties' mutual objectives are to provide balanced, 
independent, scientifically rigorous lectures to promote the education of attendees. The 
amount of the educational grant requested is $4,368,980. 

1. Statement of Purpose. This program is for scientific and educational purposes 
only and not to promote any commercial drug products. 

2. Control of Content and Selection of Presenters and Moderators. The provider 
is ultimately responsible for the control of content and selection of presenters and 
moderators. Cephalon or its agents may respond to requests initiated by the provider for 
suggestions of presenters or sources of possible presenters. Cephalon will suggest more 
than one name (if possible); will provide speaker qualifications; will disclose financial or 
other relationships between Cephalon and speaker; and will provide this infonnation in 
writing. Provider will seek suggestions from other sources, and will, in its sole discretion, 
select presenters and moderators. 

3. Disclosure of Financial Relationships. Provider will direct speakers and 
moderators to disclose to the audience commercial support or funding or other significant 
financial relationships between the speakers and moderators and Cephalon and/or any 
other commercial company whose products are pertinent to the content of the 
presentation. Provider will disclose Cephalon' s support at this program. 

4. Involvement in Content. There will be no "scripting," emphasis, or influence 
on content by Cephalon or its agents. However, Cephalon may provide technical support 
to speakers, e.g., furnishing slides or data, upon their request. 
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5. Ancillary Promotional Activities. No promotional activities will be permitted 
in the same room as, or in the obligatory path to, the educational activity. No product 
advertisements will be permitted within the program or handouts. 

6. Objectivity and Balance. Provider will advise presenters that data regarding 
Cephalon products (or competing products) are to be objectively selected and presented. 
Provider will provide the opportunity for speakers and the audience to discuss 
information, both favorable and unfavorable, about the product(s) and/or alternative 
treatments. 

7. Limitations of Data. Provider will request the speakers, to the extent possible, 
to disclose limits on the data, e.g., that it involves ongoing research, interim analyses, 
preliminary data, or unsupported opinion. 

8. Discussion of Unapproved Uses. Provider will request that presenters disclose 
when a product is not approved in the United States for the use under discussion. 

9. Actig® Risk Management Program. Provider is aware that Actiq (oral 
transmucocsal fentanyl citrate) [C-II] was approved subject to a Risk 
Management Program (RMP). The RMP includes key safety messages that 
are essential to the safe use of this product. They are: 

► Actiq is indicated only for the management of breakthrough cancer 
pain in patients with malignancies who are already receiving and who 
are tolerant to opioid therapy for their underlying persistent cancer 
pain. 

► Actiq is contraindicated in the management of acute or postoperative 
pain, because life-threatening hypoventilation could occur at any dose 
in patients not taking chronic opiates. 

► This product must not be used in opioid nontolerant patients. 
► Patients considered opioid tolerant are those who are taking at least 60 

mg Morphine/day, 50 mcg tansdermal fentanyl/hour, or an 
equianalgesic dose of another opioid for a week or longer. 

► Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep 
all units from children and discard properly. 

10. Opportunity for Debate. Provider will ensure opportunities for questioning by 
attendees and scientific debate with and between presenters. 

11. Independence of Provider in the Use of Contributed Funds. 

(a) funds should be in the form of an educational grant made payable to the 
provider organization. 

(b) Provider must be advised of all other support by Cephalon of the CME 
activity (e.g. , distributing brochures, preparing slides). If Provider disapproves of this 
activity, it shall promptly notify Cephalon. 
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(c) no other funds from Cephalon will be paid to the program director, faculty, 
or others involved with this CME activity, e.g., additional honoraria. 

12. General. 

(a) Cephalon agrees to abide by all requirements of the ACCME Standards for 
Commercial Support of Continuing Medical Education, and acknowledges receipt of a 
copy of those standards. 

(b) Provider agrees to: (1) abide by the ACCME Standards for Commercial 
Support of Continuing Medical Education; (2) acknowledge educational support from 
Cephalon in program brochures, syllabi, and other program materials; and (3) upon 
request, furnish Cephalon with a report concerning the expenditure of the funds provided 
by Cephalon. 

IN WI1NESS WHEREOF, the parties hereto have executed this Agreement as of 
the day and year first above written . 

. MEDI COM WORLDWIDE, INC. CEPHALON, INC. 

By: - - ---------
Name: Joan Meyer 
Title: Executive Director, Cont. Ed 
Date: December 12, 2003 

APPROVED 

l1tn:>\A~ 
tEGAL DEFT 

SIGN I 
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August 3, 2004 

Ms. Joan Meyer 
Medicom 
10 l Washington Street 
Morrisville, PA 19067 

Dear Ms. Meyer: 

4700 W. Lake Avenue 
Glenview, IL 60025-1485 
847/375-4731 Fax 877/734-8750 
E-mail: aapm@amctec.com 
Web site: http//www.painmed.org/ 

Sent via E-Mail: joan@medicaled.com 

RE: Cephalon, Inc. 

I am pleased to inform you that the 2005 Annual Meeting Program Committee of the American Academy of Pain 
Medicine (AAPM) has approved the proposal that you submitted, in concept, for a commercially supported 
symposium at the AAPM' s 21 st Annual Meeting. We request additional information by August 10. Please submit 
the title of each talk and suggested speakers for each talk. The AAPM Program Committee is responsible for 
reviewing proposals and all materials for these programs. The committee reviewed your proposal at its July meeting 
and based on the content of the proposed program, which the committee feels is timely and relevant to AAPM 
members' practices, and the qualifications of the proposed speakers, the committee has approved the program for 
further development. We ask that you abide by the AAPM Guidelines for Commercially Supported Symposia, a 
copy of which is enclosed. 

The lunch symposium "A Blueprint for Successful Opioid Pain Management: Providing Care While Preventing 
Misuse and Diversion" will be held on Saturday, February 26, 2005 from 12: 15 -1 :45 p.m. 

We will need you to provide us with a confirmed program schedule and complete contact information for all 
speakers including name, credentials, facility, facility city/state, mailing address, phone, fax, email, and a short 
program synopsis for the brochure. This information should be submitted electronically via email attachment. 
During this process, please be aware that the Program Planning Committee will be responsible for final approval and 
has the authority and responsibility to make additional recommendations regarding content, faculty, etc. In order to 
meet our deadlines for brochure copy, etc., we ask that you complete preparation of the above materials by August 
17. Your cooperation in regard to compliance will be appreciated. 

Enclosed is the letter of agreement regarding the use of funds for continuing medical education activities and an 
invoice for the educational grant. Please sign and return a copy of the letter of agreement along with payment to my 
attention no later than October 4, 2004. Recognition of your support of the annual meeting and this session will 
begin in the registration brochure that will be distributed to 25,000 medical professionals. Please send all 
information to kchecea@amctec.com. Should you have any questions regarding any of these materials, please feel 
free to contact me at 847/375-4765. 

Sincerely, 

Kathryn M. Checea 
Director of Professional Relations 

Enclosure: AAPM Guidelines for Commercially Supported Symposia 
Letter of agreement 
Invoice 

cc: Dean Robinson, Cephalon, Inc. - drobinso@cephalon.com 

C:\DOCUME~2\OWNER\LOCALS~l\TEMP\05-Cephalon-ApproveLtr-lnv-LOA.doc 

Confidential TEVA_MDL_A_01851208 

P-29481 _ 00940



07300DD.2

Confidential 

EDUCATIONAL GRANT DRAFT REQUEST 

The attached material has been reviewed and is approved: 

Payee: American Academy of Pain Medicine 

Amount:~()/, 756.1Jll 

Type of Program: Commercially Supported Symposium -AAPM 21st Annual Meeting 

Submitted for Review: 8/12/04 

DEPARTMENT NAME DATE 

Scientific Communications Rod Hughes 

Medical Affairs Kiumars Vadiei 

Legal & Government Ed Berg 

Return to: Suzanne Richards, ext. 86532 
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MediCom Worldwide, Inc. 
LETTER OF AGREEMENT 

Regarding Terms, Conditions and Purposes of an Educational Grant 

The American Academy of Pain. (The Sponsor), MediCom Worldwide, Inc. (The Joint Sponsor) and Cephalon, Inc (the 
Commercial Supporter/ Grantor). 
Cephalon, Inc agrees to provide to MediCom Worldwide, Inc. an unrestricted grant in the amount of $171,750.00 n support of 
the educational activities as outlined below. MediCom Worldwide, Inc. agrees to disburse the grant funds to develop and 
implement this activity as outlined in coordination with the American Academy of Pain Medicine. 

Title of CME Activity: A Blueprint for Successful Opioid Management: Providing Care While Preventing Misuse and Diversion 

Date: February 26, 2005 

Location: The annual AAPM conference Palm Springs, CA 

Commercial Supporter: Cephalon, Inc 

Address: 145 Brandywine West Chester, PA 19380 

Telephone: 610-738-65 I 7 Contact: Terrence Terifay 
Rod Hughes 

Type of Grant: Unrestricted Grant: X Restricted Grant (specification listed below) 

Amount of Grant: MediCom Worldwide, Inc. $171,750.00 

Sponsor: The American Academy of Pain Medicine 
MediCom Worldwide, Inc. 

Telephone: 215-337-9991 · Fax: 215-337-0959 Contact: Joan Meyer 

Joint Sponsor: MediCom Worldwide, Inc. 
Address: IOI Washington St. Morrisville, PA 

2. 

3. 

Confidential 

CONDITIONS 

Statement of Purpose: program is for scientific and educational purposes only and will not promote the 
Grantor's products, directly or indirectly. 

Control of Contents & Selection of Presenters & Moderators: MediCom Worldwide, Inc. and AAPM are 
responsible for control of content and selection of presenters and moderators. The Grantor agrees not to direct the 
content of the program or to influence the Joint Sponsors with regard to content. The Grantor, or its agents, will 
respond only to MediCom Worldwide, Inc initiated requests for suggestions of presenters or sources of potential 
presenters. The Granter will suggest more than one name (if possible); will provide speaker qualifications; will 
disclose financial or other relationships between Grantor and speaker, and will provide this information in 
writing. The Joint Sponsors will record the role of Grantor, or its agents, in suggesting presenters; will seek 
suggestions from other sources; and will make selection of presenter(s) based on balance and independence. 

Role of the Joint Sponsor: As a Joint Sponsor, MediCom Worldwide, Inc. may act as the representative for 
AAPM. in the overall management of this activity and in day-to-day communications with the parties associated 
with this activity, including faculty and the Grantor. 
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4. Disclosure of Financial Relationships: Medi Com Worldwide, Inc. and AAS PM will ensure meaningful disclosure to audience, at 

the time of the program, of (a) Grantor funding and (b) any significant relationship between Medi Com Worldwide, Inc., AAPM and 

the Grantor or between individual speakers or moderators and the Grantor and/or AAPM. 

5. Involvement in Content: There will be no "scripting," emphasis, or direction of content by the Granter or its agents. 

6. Ancillary Promotional Activities: No promotional activities will be permitted in the same room or obligate path as the educational 

activity. No product advertisements will be permitted in the program room. 

7. Objectivity & Balance: MediCom Worldwide, Inc. and AAPM will make every effort to ensure that the Grantor's products (or 

competing products) are objectively selected and presented, with favorable and unfavorable information and balanced discussion of 

prevailing information on the product(s) and/or alternative treatments. 

8. Limitations on Data: MediCom Worldwide, Inc. and AAPM will ensure, to the extent possible, meaningful disclosure of limitations 

on data, e.g., ongoing research, interim analyses, preliminary data, or unsupported opinion. 

9. Discussion of Unapproved Uses: MediCom Worldwide, Inc. and AAPM will require that presenters disclose when a product is not 

approved in the United States for the use under discussion. 

10. Opportunities for Debate: MediCom Worldwide, Inc. and AAPM will ensure meaningful opportunities for questioning or scientific 

debate. 

11. Independence of thi! Joint Sponsors in the Use of Contributed Funds: 

a. Funds should be in the form of an educational grant made payable to MediCom Worldwide, Inc. 

b. All other support associated with the CME activity (e.g., distributing brochures, preparing slides, etc.) must be given with the 

full knowledge and approval of the Joint Sponsors. 

c. No other funds from Cephalon, Inc. will be paid to the program director, faculty, or others involved with the CME activity 

(additional honoraria, extra social events, etc.). 

Cephalon, Inc. agrees to abide by all requirements of the ACCME Essential Areas and Policies related to commercial support of conlinuing 

medical education. 

MediCom Worldwide, Inc. and AAPM agree lo: l) abide by the ACCME Essential Areas and Policies relating to commercial support of 

continuing medical education; 2) acknowledge educational support from Cephalon, Inc in program brochures, syllabi, and other program 

materials; and 3) furnish Cephalon, Inc and MediCom Worldwide, Inc. a report concerning the expenditure of the funds provided. 

Payment Terms: 

One-third of projected costs due upon signing of agreement 

One-third of project costs are due mid project 

Final third of project costs due upon completion 

Cephalon, Inc. Representative: 

Signature: yJJ~ 
MediCom Worldwide, Inc. Representative: Joan Meyer 

Signature:~~ 

Confidential 

~ 

'g~~ jf)'\ 
FINANCE DfF'Ti 
•·.--·-·-·-·"' . .. . .. J 

Date: 

Date: Au ust 6, 2004 
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American Academy of Pain Medicine Agreement for Commercial Support of CME Activities, continued. 

The Company agrees to: ( 1) abide by all requirements of the ACCME Standards for Commercial Support of 
Continuing Medical Education as stipulated above and (2) abide by the AAPM Guidelines for Commercial Support 

of CME Activities. 

AAPM agrees to: ( 1) abide by the ACCME Standards for Commercial Support of Continuing Medical Education; 
(2) acknowledge educational support from the Company in program brochures, syllabi, and all other program 

materials, and (3) upon request, furnish the Company with a report concerning the expenditure of the funds provided. 

The following represents full and accurate disclosure of all contributions provided by the Company for this 

continuing education activity. 

AGREED 

CME Activity: ____ _ C=om=m=e=r=c=ia=ll=-<y_,S=u=p""'p"""o=r~te"""d~Sy.,_m==p=o=si=a'------------

Location/program description: AAPM 21st Annual Meeting - Wyndham Palm Springs & Convention 

Center, Palm Sprine;s, California 

Activity dates: _ __;F~e=-=b=r-=u=-=ac:..r.,_y-=2'--'-4_,-2"-'7=•-=2=0=05=----------- -------

Unrestricted Educational Grant and/or administrative fee made payable to the American Academy of Pain Medicine 

in the amount of: $ 50,000.00. AAPM will use this grant to underwrite the specific expenses for this activity as 

identified in the AAPM Guidelines for Commercial Support. 

Company 

Commercial Supporter Company Name: _ ___oC=e""p=h=al,.,,o=n.,_, ~ln=c~. ___ _ 

Commercial Company Representative or Agent Name: _____________________ _ 

Title: ---.------ft--=--------------~----------------

::::~--- ~ D,t, ________ •----

Departrnent Director or Designee Name: -~K~at=h-Y~C~h=e~c~ea~--------------------1~ 

Title: Director of Professional Relations 

if~k~ 
Signature: ____________________________ Date: 8/3/04 

Communications Company/Third Party (if applicable) 

Address: 

Organization name: __ M_' _..:..--_~--_O_/_C_tJ_rn ___ l/\.J_()_fl._GL_IJ_u.,_,_· l_l]_e~L_/_/U_c_'' _______ _ 

hJA~1-1 / J\l'c1 mJ s:r MollJsn II~ ;JA /90(:, 7 JOI 
Representative or Agent Name: __ do.~~cJM/~-~/1/. __ 'F~ft~'.6_, ~/2~-U _________________ _ 

/ 

Title: [:Xa. b 1 /2EQ7)/u 
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C.::phalon, Inc. 
1.;j JranJ•.,wi ne Parkway 
West Chester. PA 19380 

_ IN_VOICE NO. DATE 

AAPM sponsor 09/08/2004 VCH00085110 

INTERNAL NO. VENDOR# 

DESCRIPTION 

VENOOA 

644 MED I COMOOOOO MediCom Wor ldwide Inc 

09/17/2004 

PAID AMOUNT 

$171,750.00 

TOTALS 

DISCOUNT 

TOTALS 

00166110 

APPLIED AMOUNT 

$171,750.00 

TOTALS 

$171,750.00 
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fW/ii' Cephalon 
~~ili;~ 

ACCOUNTS PAYABLE CHECK REQUEST 

PAYEE NAME: 

ADDRESS: 

INVOICE NUMBER: 

INVOICE DATE: 

DUE DATE: 

Medicom Worldwide, Inc. 

101 Washington Street 

Morrisville, PA 19067 

n/a 

n/a 

ASAP 

P.O. NUMBER (if applicable): n/a 

DESCRIPTION: Sponsorship of AAPM Symposium 

G/L ACCOUNT NUMBER 
7640 

DEPARTMENT 
631 

PROJECT 
ACTQ $ 

TOTAL: $ 

Prepared By: 

Extension: 
Department Number: 

Approved By: 

Print Approvers Name: 

Approvers Title: 

Suzanne Richards 
86532 

Bob Roche 

Mark here if the check is to be picked up by the preparer: 

Please note: If there is any documentation to be mailed along with the payment, 

please attach a copy in addition to the copy for Accounting's records 

Accounting Use Only: 

Batch Number: ______ _ 

Voucher Number: _____ _ 

Entry Date: 

8/26/2004 

Confidential 

AMOUNT 
· ¼-r_._l ,-,-., .... 5..,._ ornu~- ill )·1-s-o. 0 0 
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Use of this system constitutes your agreement to the service conditions in the current FedEx Service Guide, available on fedex.com. FedEx will not 
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attorney's fees, costs, and other forms of damage whether direct, incidental, consequential, or special is limited to the greater of $100 or the 
authorized declared value. Recovery cannot exceed actual documented loss. Maximum for items of extraordinary value is $500, e.g. jewelry, 
precious metals, negotiable instruments and other items listed in our Service Guide. Written claims must be filed within strict time limits, see current 
FedEx Service Guide. 
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WORLDWI E, INC. 

Rod Hughes, PhD 
Cephalon, Inc. 
145 Brandywine Parkway 
West Chester, PA 19380 

Dear Dr. Hughes: 

August 24, 2004 

MediCom Worldwide, Inc. is accredited by the Accreditation Council for continuing Medical Education to 
sponsor continuing medical education for physicians and by the Accreditation council for Pharmacy 
Education to sponsor continuing education for pharmacists, as well as an approved provider of nursing 
continuing education through the California State Board of Registered Nursing. 

As an accredited provider of continuing education, MediCom Worldwide, Inc. has recently completed a 
comprehensive needs assessment to identify the educational needs of clinicians who provide care to 
patients with chronic pain. Based on this educational need, we are requesting an educational grant from 
Cephalon, Inc. to support the continuing development of educational resources to be utilized by the Clinical 
Experts in Pain Faculty. The budget to fund this activity is approximately $300,000. 

Medical Education Forum 
The 2004 medical education forum is proposed to review and enhance current educational content utilized 
by the Clinical Experts in Pain in the delivery of accredited activities coordinated through MediCom 
Worldwide, Inc. MediCom purposes to work in conjunction with identified educational advisors in the 
review of current educational modules as well as recommend content updates in the specified topic areas of 
Chronic Pain Management and Issues of Abuse and Diversion. Topic content will be created and produced 
as both power point images as well as images available on the CEP slide library. MediCom will utilize this 
content in the development and coordination of a series of 250 live peer-to-peer educational activities to be 
scheduled throughout 2005. 

This scientific activity will be developed independently and will comply with all ACCME, FDA, AMA. 
OIG, and ACPE regulations for industry-supported professional continuing education. 

Thank you, in advance, for your consideration of this request. Should you agree to provide funding for this 
project, Letters of Agreement will be forwarded to you as soon as possible. 

Respectfully, 

Joan Meyer 
Executive Director 
Continuing Education 
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EDUCATIONAL GRANT DRAFT REQUEST 

The attached material has been reviewed and is approved: 

Payee: Medi com Worldwide 

Amount: $300,000 

Type of Program: Development and Management of a Clinical Experts in Pain Faculty 
Meeting. 

Submitted for Review: 8/26/04 

DEPARTMENT NAME DATE 

Scientific Communications Rod Hughes 

Medical Affairs Kiumars Vadiei 

Legal & Government Ed Berg 

Return to: Suzanne Richards, ext. 86532 

TEVA_MDL_A_01851428 
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MediCom WORLDWIDE, Inc. 

Educational Grant 
Letter of Agreement 

Between Cephalon, Inc 145 Brandywine Parkway West Chester, PA and MediCom Worldwide, 
Inc. ("Provider") 101 Washington St Morrisville, PA. 

Title of Program: 
2004 Medical Education Forum 

Date, Location & Time of Program: 
November 12-14, 2004 
Key Biscayne, FL 
Provider has requested support for the above-named Program in the form of an educational grant 
in the amount of $300,000.00 It is the intent of this Agreement to ensure that the Program is 
conducted in a manner consistent with the Food and Drug Administration's Policy Statement on 
Industry Supported Scientific and Educational Activities, AMA Guidelines on Gifts to 
Physicians, and the Accreditation Counsel for Continuing Medical Education (ACCME) 

To that end, PROVIDER , Cephalon, Inc agree as follows: 

1. Statement of Purpose: The Program is for scientific and educational purposes only and is 
not intended to promote a Cephalon, Inc. product directly or indirectly. 

2. Control of Content & Selection of Presenters & Moderators: The provider is ultimately 
responsible for the control of content and selection of presenters and moderators. Cephalon, 
Inc. agrees not to direct the content of the program. Cephalon, Inc. or its agents, may 
respond to requests initiated by Provider for suggestions of presenters or sources of possible 
presenters. Cephalon, Inc., or its agents will suggest more than one name (if possible); will 
provide speaker qualification; will disclose financial or other relationships between 
Cephalon, Inc., and speaker; and will provide this information in writing. Provider will, in 
its sole discretion, select presenters and moderators. 

3. Disclosure of Financial Relationships: Provider will direct speakers and moderators to 
disclose to the audience commercial support or funding or other significant financial 
relationships between the speakers and moderators and Cephalon Inc., and/or any other 
commercial company whose products are pertinent to the content of the presentation. 
Disclosure shall be made in writing in all instances when that is possible. Should disclosure 
occur verbally, such disclosure must be verified by written documentation in the activity file. 
Provider will disclose Cephalon, Inc. support at this program. 

12/99 
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4. Involvement in Content: There will be no "scripting," emphasis, or direction of content by 
Cephalon, Inc. or its agents. 

5. Ancillary Promotional Activities: No promotional activities will be permitted in the same 
room or obligate path to the educational activity. No product advertisement will be permitted 
within the program or handout. Provider reserves the right to monitor, unannounced, any 
presentation to insure that standards are being met. The cost of such monitoring shall be the 
responsibility of Cephalon, Inc. 

6. Objectivity & Balance: Provider will make every effort to ensure that data regarding 
Cephalon, Inc. products (or competing products) are objectively selected and presented, with 
favorable and unfavorable information and balance discussion of prevailing information on 
the product(s) and/or alternative treatments. Provider will provide the oppo1tunity for 
speakers and the audience to discuss information, both favorable and unfavorable, about the 
product(s) and/or alternative treatments. 

7. Limitations on Data: Provider will request the speakers, to the extent possible, to disclose 
limits on the data, e.g., that it involves ongoing research, interim analyses, preliminary data, 
or unsupported opinion. 

8. Discussion of Unapproved Uses: Provider will require that presenters disclose when any 
product mentioned during the program is not approved in the United States for the use under 
discussion or is still investigational. 

9. Opportunities for Debate: Provider will ensure meaningful opportunities for questioning by 
attendees and scientific debate with and between presenters. 

10. No party shall use the other party's or its affiliate's name or trademarks for publicity or 
advertising purposes without the prior written consent of the other party. 

11. Structure of Grant and Use of Funds: Funds should be in the form of an educational grant 
made payable to the provider organization (MediCom Worldwide, Inc.). No other funds from 
Cephalon, Inc. will be paid to the program director, faculty, or others involved with the 
program. Grant funds shall not be used to pay travel, lodging, registration fees, honoraria, or 
personal expenses for non-faculty attendees. At the conclusion of the program, the Provider 
agrees to deliver to Cephalon, Inc. a report concerning the expenditure of the funds provided. 
The grant amount is based upon current estimates. The Provider requests that Cephalon, 
Inc. provide additional grant funds if costs for faculty expense exceed estimates. If the 
Provider anticipates that additional grant funding may be required, the Provider will seek the 
approval of Cephalon, Inc. prior to exceeding the agreed upon grant amount. Any 
additional grant funds approved in this manner will be provided under the term!; of this 
agreement. 

12/99 2 
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12. Regulatory Authority: Provider agrees to abide by the ACCME Standards for 
Commercial Support of Continuing Medical Education. Provider will acknowledge 
educational support from Cephalon, Inc. in program brochures, syluzbi, and other 
program material Cephalon, Inc. agrees to abide by all requirements of the ACCME 
Standards for Commercial Support of Continuing Medical Education, and acknowledges 
receipt of a copy of those standards. 

Payee: MediCom Worldwide, Inc. 

In Care Of: Joan Meyer 
Address 101 Washington St 

Morrisville, PA 19067 

Tax ID. # 233063738 

IN WITNESS WHEREOF, the parties have executed this Agreement as of the last of the 
respective dates below. 

Provider: 

Cephalon, Inc 

Confidential 

Name (Print) 

Signature 
Title 
Date: 

Name (Print) 
Signature 
Title 
Date: 

Exccuti ve Director 
24 2004 
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EDUCATIONAL GRANT DRAFT REQUEST 

The attached material has been reviewed and is approved: 

Payee: Medicom Worldwide 

Amount: $2,921,000 

Type of Program: Clinical Dialogues in Pain Management Program 

Submitted for Review: 8/26/04 

DEPARTMENT NAME 

Scientific Communications Rod Hughes · 

Medical Affairs Kiumars Vadiei 

Legal & Government Ed Berg 

Return to : Suzanne Richards, ext. 86532 
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MediCom WORLDWIDE, Inc. 

Educational Grant 
Letter of Agreement 

Between Cephalon, Inc 145 Brandywine Parkway West Chester, PA and MediCom Worldwide, 
Inc. ("Provider") 101 Washington St Mon-isville, PA. 

Confidential 

Title of Program: 
Clinical Dialogues in Pain Management 

Date, Location & Time of Program: 
Series of live peer-to-peer one-hour educational activities scheduled throughout the US. Series 
will be divided as follows: 
Series I will consist of approx 125 activities scheduled from January- June 2005 
Series II will consist of approx 125 activities scheduled from July-December 2005 

Provider has requested support for the above-named Program in the fonn of an educational grant 
in the amount of $2,920,847 It is the intent of this Agreement to ensure that the Program is 
conducted in a manner consistent with the Food and Drug Administration's Policy Statement on 
Industry Supported Scientific and Educational Activities, AMA Guidelines on Gifts to 
Physicians, and the Accreditation Counsel for Continuing Medical Education (ACCME) 

To that end, PROVIDER , Cephalon, Inc agree as follows: 

1. Statement of Purpose: The Program is for scientific and educational purposes only and is 
not intended to promote a Cephalon, Inc. product directly or indirectly. 

2. Control of Content & Selection of Presenters & Moderators: The provider is ultimately 
responsible for the control of content and selection of presenters and moderators. Cephalon, 
Inc. agrees not to direct the content of the program. Cephalon, Inc. or its agents, may 
respond to requests initiated by Provider for suggestions of presenters or sources of possible 
presenters. Cephalon, Inc., or its agents will suggest more than one name (if possible); will 
provide speaker qualification; will disclose financial or other relationships between 
Cephalon, Inc., and speaker; and will provide this information in writing. Provider will, in 
its sole discretion, select presenters and moderators. 

3. Disclosure of Financial Relationships: Provider will direct speakers and moderators to 
disclose to the audience commercial support or funding or other significant financial 
relationships between the speakers and moderators and Cephalon Inc., and/or any other 
commercial company whose products are pertinent to the content of the presentation. 
Disclosure shall be made in writing in all instances when that is possible. Should disclosure 
occur verbally, such disclosure must be verified by written documentation in the activity file. 
Provider will disclose Cephalon. Inc. support at this program. 

12/99 
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Confidential 

4. Involvement in Content: There will be no "scripting," emphasis, or direction of content by 
Cephalon, Inc. or its agents. 

5. Ancillary Promotional Activities: No promotional activities will be pennitted in the same 
room or obligate path to the educational activity. No product advertisement will be permitted 
within the program or handout. Provider reserves the right to monitor, unannounced, any 
presentation to insure that standards are being met. The cost of such monitoring shall be the 
responsibility of Cephalon, Inc. 

6. Objectivity & Balance: Provider will make every effort to ensure that data regarding 
Cephalon, Inc. products (or competing products) are objectively selected and presented, with 
favorable and unfavorable information and balance discussion of prevailing information on 
the product(s) and/or alternative treatments. Provider will provide the opportunity for 
speakers and the audience to discuss information, both favorable and unfavorable, about the 
product(s) and/or alternative treatments. 

7. Limitations on Data: Provider will request the speakers, to the extent possible, to disclose 
limits on the data, e.g., that it involves ongoing research, interim analyses, preliminary data, 
or unsupported opinion. 

8. Discussion of Unapproved Uses: Provider will require that presenters disclose when any 
product mentioned during the program is not approved in the United States for the use under 
discussion or is still investigational. 

9. Opportunities for Debate: Provider will ensure meaningful opportunities for questioning by 
attendees and scientific debate with and between presenters. 

10. No party shall use the other party's or its affiliate's name or trademarks for publicity or 
advertising purposes without the prior written consent of the other party. 

11. Structure of Grant and Use of Funds: Funds should be in the form of an educational grant 
made payable to the provider organization (MediCom Worldwide, Inc.). No other funds from 
Cephalon, Inc. will be paid to the program director, faculty, or others involved with the 
program. Grant funds shall not be used to pay travel, lodging, registration fees, honoraria, or 
personal expenses for non-faculty attendees. At the conclusion of the program, the Provider 
agrees to deliver to Cephalon, Inc. a report concerning the expenditure of the funds provided. 
The grant amount is based upon current estimates. The Provider requests that Cephalon, 
Inc. provide additional grant funds if costs for faculty expense exceed estimates. If the 
Provider anticipates that additional grant funding may be required, the Provider will seek the 
approval of Cephalon, Inc. prior to exceeding the agreed upon grant amount. Any 
additional grant funds approved in this manner will be provided under the tenns of this 
agreement. 

12/99 2 
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12. Regulatory Authority: Provider agrees to abide by the ACCME Standards for 
Commercia,l Support of Continuing Medical Education. Provider will acknowledge 
educational support from Cephalon, Inc. in program brochures, syllabi, and other 
program material Cephalon, Inc. agrees to abwe by all requirements of the ACCME 
Standards for Commercial Support of Continuing Medical Education, and acknowledges 
receipt of a copy of those sltlndards. 

Payee: MediCom Worldwide, Inc. 

In Care Of: 
Address 

Tax.ID.# 

Joan Meyer 
101 Washington St 
Morrisville, PA 19067 

233063738 

Payment Terms: 
25% of project costs are due January 1, 2005 
25 % of project costs are due April 1, 2005 
25% of project costs are due June 1, 2005 
Final 25 % of project costs are due upon completion 

IN WITNESS WHEREOF, the parties have executed this Agreement as of the last of the 
respective dates below. 

Provider: 

Cephalon, Inc 

Confidential 

Name (Print) 

Signature 
Title 
Date: 

Joan Meyer 

~r'"tJ 
Executive Director 
August 25, 2004 

S~gnature -~~_!;rj;(J1)~~--
T1tle . . er 1fh__--:; ~- h j0j 
~ame(Print)~·-L .. e~;' :6 
Date: IL/ o< -+-+-~~~------------
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Pain Management 
Peer-to-Peer 
Live Meetings 

Clinical DialoguessM 
in Pain Management 

Prepared for 

Cephalon, Inc. 

August 25, 2004 
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MediCom Worldwide, Inc. 
Clinical Dia/ogues5

M in Pain Management 
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Rod Hughes, PhD 
Cephalon, Inc 
145 Brandywine Parkway 
West Chester, PA 19380 

Dear Dr. Hughes: 

As an accredited provider of continuing medical education for physicians, pharmacists and 
nurses, MediCom Worldwide has recently completed a comprehensive needs assessment to 
identify the educational needs of clinicians who provide care to patients with chronic pain. This 
needs assessment was compiled from the following sources: 

• Comprehensive discussions with MediCom's advisory panel 
• Survey of healthcare professional currently practicing in the area of pain management 
• literature searches 

Based on the identified educational need, MediCom is requesting an educational grant from 
Cephalon, Inc. to support the development and implementation of a series of 250 live peer-to
peer educational activities that will take place during 2005. These activities will focus on 
strategies for improving the assessment and treatment in patients with chronic pain with special 
attention to abuse and addiction issues. The budget to fund these activities is approximately 
$2,920,847.00; please refer to the detailed budget section of this proposal for complete grant 
funding details. 

These scientific events will comply with all ACCME, FDA, AMA, and ACPE regulations for 
industry supported professional continuing education. MediCom Worldwide is accredited by the 
Accreditation Council for Continuing Medical Education to sponsor continuing medical education 
for physicians, approved by the Accreditation Council for Pharmacy Education to provide 
pharmacy continuing education, and approved by the California State Board of Registered 
Nursing to provide nursing continuing education. 

As a supplement to our direct mail and web site announcement of these educational activities, we 
request the assistance of Cephalon, Inc in the dissemination of information regarding these 
programs to the medical community. The content of such information, however, is the 
responsibility of MediCom as the accredited provider, and any such distribution will be solely as a 
supplement to MediCom's primary method of announcement and promotion. 

Thank you, in advance, for your consideration of this request. Should you agree to provide 
funding for this project, letters of Agreement will be forwarded to you as soon as possible. 

Respectfully, 

Joan Meyer RN, MA 
Executive Director, Continuing Education 

MediCom Worldwide, Inc. • 101 Washington Street • Morrisville, PA 19067 
215-337-9991 

Page2 
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MediCom Worldwide , Inc. 
Clinical Dia/ogues5

M in Pain Management 

SUMMARY 

Program Summary 

MediCom is proposing to enhance the knowledge of health care professionals who 
provide care to patients with chronic pain by implementing a series of live peer-to-peer 
educational activities that will be led by a clinical expert in the field of pain management. 
These activities will be held In 250 venues throughout the US in 2005. 

Title: 

Topic: 

CE Provider: 

Format: 

Total Budget: 

Dialogues in Pain Management 

1. Chronic Pain Management: Establishing New Paradigms 
2. Chronic Pain Management: A Focus in the Issues of Abuse and 

Diversion 

MediCom Worldwide is a fully accredited provider of: 

• CME credit for physicians by the Accreditation Council for 
Continuing Medical Education. Each activity will be approved for 
a maximum of one category 1 credit toward the AMA Physician's 
Recognition Award 

• CPE credit for pharmacists by the Accreditation Council for 
Pharmacy Education. Each activity will be approved for 1.0 
(0.1 CEU) for Continuing Pharmacy Education 

• CNE credit for nurses by the California State Board of Registered 
Nursing. Each activity will be approved for 1.0 Contact Hours. 

A series of live peer-to-peer activities scheduled in 250 cities 
throughout the US 

$2,920,847 
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MediCom Worldwide, Inc. 
Clinical DialoguessM in Pain Management 

NEEDS ASSESSMENT 

Needs Assessment 

To prepare physicians, pharmacists, nurses and allied healthcare professionals to 
diagnose and treat chronic pain, these activities will focus on the pathophysiology of pain 
and the concept of balanced analgesia, a new paradigm and the physiologic peaks of 
breakthrough pain and persistent pain. We will also address the risks and benefits of 
short acting opioids in the treatment of this pain. In addition, we will provide a separate 
educational module specific to the ongoing need to provide accurate information 
regarding the issues, and fears associated with abuse and diversion in pain 
management. 

Consultation with our pain management clinical advisors, analysis of surveys of 
healthcare professionals, and a review of the literature revealed a ongoing educational 
need in the field of pain management, regarding the balance between achieving clinical 
goals for pain reduction and managing the legal issues surrounding the use of opioids. 
To address this educational need, MediCom proposes a series of live peer-to-peer 
activities, which will efficiently utilize the advantages of live didactic lectures followed by 
interaction with a leading clinical expert. 

Overall, the needs assessment revealed that: 

• Chronic pain negatively impacts patients' quality of life and functionality 
• Misconceptions on the part of patients, clinicians, the health care system, and 

society may act as barriers to the optimal treatment of chronic pain 
• Opioids are powerful and effective analgesics for alleviating pain; however, some 

clinicians are hesitant to prescribe them out of concern for legal ramifications and 
addiction potential 

Consultation with Clinical Advisors 

During this educational advisory panel meeting, faculty discussed ideas, concerns, and 
considerations for effective pain management. Focusing on opioid prescribing, the 
faculty discussed assessment of pain, monitoring, regulatory issues, and risk reduction. 

Major issues covered: 
• Physicians' fear of prescribing opioids 
• Malpractice related to undertreatment 
• Effects of California's pain management initiative 
• Impact of conservative opioid prescribing on patient well-being 
• ' Recognizing potential for abuse and addiction 
• Potential solutions for dealing with aberrant behavior in patients taking opioids 
• Monitoring patients on opioid therapy, including the role of pharmacists, urine 

screens, tracking prescriptions 
• Common and conflicting goals of law enforcement and medicine with respect to 

pain management 
• Issuance of guidelines for pain management by national organizations 
• Review of recent criminal cases of diversion 
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Conclusions: 
• A sense of fear and apprehension regarding prescribing opioids exists in the 

medical community and affects all types of health care professionals 
• This fear has a negative impact on patient care, and thus one goal must be to 

"allay some of those fears" 
• Changing attitude and behavior regarding the treatment of pain continues to be a 

significant challenge 
• Risks must be managed and balanced to protect not on the health care 

professional and the patient, but also society 
• Best practices must be developed for managing pain appropriately and 

effectively 
• A network of all types of health care professionals, including primary care 

physicians, psychologists, addictionologists, is needed to bring about national 
change 

• Pharmacists are a crucial constituent and must be included in any educational 
endeavor that strives to improve current approaches to pain management 

Survey of HealthCare Professionals 

Results are based on feedback from completed needs assessments and evaluation 
forms obtained from a total of 6,332 clinicians in 2003-3004. This data revealed that 90% 
of clinicians citied a continuing educational need in one or more of the following areas. 
The top five topics of interest identified were 

o Acute pain management in the patient on chronic opioids for chronic pain 
o How to identify risk factors associated with potential drug abuse 
o Regulatory and legal issues to be aware of in treating pain patients 
o Management of addicted patients 
o Best practices for chronic non malignant pain treatment 
o Treating the side effects of opiates 

Literature Review 

Chronic, nonmalignant pain is a devastating problem that accompanies many injuries 
and disease states; when undertreated, it can be physically, socially, mentally and 
economically devastating. While increasing numbers of clinicians are recognizing that 
chronic pain is a true medical problem that must be addressed, pain remains a prevalent 
problem for too many patients: an international survey conducted across 14 countries 
reported that 22% of patients presenting in the primary care setting report unrelieved 
pain. In the United States alone, 83 million people cite pain as a significant factor in their 
lives, and more than 26% of nursing home residents indicate that they experience pain 
on a daily basis.1

-4 As chronic pain is such a prevalent and pervasive problem, primary 
care clinicians are often the first health care professionals to address chronic pain when 
it occurs in their patients. Indeed, the primary care clinician is often in a unique position 
to both identify and successfully treat many common causes of chronic pain, including 
low back pain: a recent study published in the Journal of Pain Symptom Management 
analyzed a patient population consisting of 209 adults in 12 separate family practices. In 
this group, 44% of patients experienced lumbar or low back pain; other common causes 
of pain included joint disease/arthritis (33%}, and headache/migraine (28%) pain.5 The 
many challenges of treating chronic pain are exemplified by low back pain: it is 
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estimated that as many as 20% of the population report back pain each year, and that at 
some point in their lives, 80% will have low back pain severe enough to result in 
absence from work. Underscoring the significance of back pain, approximately 50% of 
working-age people experience back pain symptoms each year.1--4 

Extensive clinical studies have demonstrated that, as pain increases, quality of life 
proportionally decreases. 6 This reduction in quality of life is due to a number of factors: 
unrelieved pain results in compromised physical ability, leading to detrimental effects on 
overall function, health, and well-being,

7 
and finally, to a reduced ability to participate in 

activities of daily living (ADLs). Moreover, the psychological consequences of unrelieved 
chronic pain are significant: many patients experience feelings of helplessness and 
uselessness, leading to dysphoria and fatigue, and for some, the creation of a "pain 
personality". The end result of unrelieved chronic pain can be an individual who is 
unable to maintain meaningful, significant personal relationships, to sustain steady 
employment, and to function within the normal expectations of daily living. 

Improving functionality, therefore, must be one of the key treatment goals for any patient 
experiencing chronic pain. Some clinical experts have suggested that the most effective 
method for improving functionality is the utilization of a multidimensional, or multimodal,s 
approach, reinforcing the critical need to evaluate and address all components of the 
pain experience. This includes not only pharmacotherapy, but a physical performance 
assessment, cognitive and behavioral therapy, and quality of life determinations, as 
well 9 A long-term therapeutic regimen that effectively treats chronic pain, thereby 
improving functionality, includes an accurate assessment, identification of the underlying 
source of the pain and the pain intensity, and a careful orchestration of both analgesics 
and adjunctive therapy. While some subset of patients will find pain relief early in 
therapy, many patients with chronic pain will experience extensive trials of progressively 
stronger medications, as initial pharmacotherapies may fail to result in significant 
analgesia. The psychological burden of unrelieved pain can be immense: more than 
28% of these patients believe that there is no solution to their chronic pain, and less than 
half of these believe that their physician completely understands the impact of pain on 
their lives. 4' 

10 

Up to 86 percent of Americans suffering from chronic pain experience breakthrough 
pain, even when the persistent pain is well managed yet it is often misunderstood aspect 
of chronic pain that requires a tailored strategy for care. Breakthrough pain treatment is 
a multiple step process, beginning with patient assessment. For many patients with 
unrelieved chronic pain, opioids are an instrumental component of the analgesic 
armamentarium. As a class, opioids have proven efficacy, not only in providing 
meaningful pain relief to many patients, but also in improving functionality. Opioids 
offerpharmacologic advantages through the availability of diverse formulations and 
doses that provide significant flexibility when tailoring a therapeutic regimen for the 
chronic pain patient. 

Additional advantages of the opioids include not only longer acting modalities and 
options for managing breakthrough pain, but also minimal and/or predictable adverse 
events, and fewer interactions with other commonly prescribed drugs. Moreover, opioids 
are not associated with end organ damage. Many clinicians, however, continue to 
express reticence over prescribing opioids; this is especially true in the primary care 
setting, where a lack of knowledge about opioids, negative attitudes toward prescribing 
opioids, regulatory concerns and concerns over long-term safety and durability of 
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response may combine to create major barriers to the effective utilization of opioids and, 
therefore, to pain relief.

11
•
12 

Clearly, education is required to address clinician concerns 
over opioid use that may result in underutilization of these important analgesic agents. In 
addition to addressing class objections that include regulatory concerns over prescribing 
opioids, however, health care professionals who provide care to patients with chronic 
pain must also understand the differences between the agents in this class. These 
include not only pharmacokinetic and pharmacodynamic differences between the opioids 
themselves, but also differences resulting from varied formulations and delivery systems. 

Clinical experience has revealed that, for many patients, opioids are an effective 
therapeutic option, and their use, combined with the aggressive management of side 
effects, results in improvement in overall functionality and quality of life.

14 
Thus, when 

chronic pain patients are assessed and assigned therapy on an individual basis, and 
when clinicians understand the full range of therapeutic options, including the diversity 
among opioids, meaningful differences in pain relief become an achievable goal for 
many patients living with unrelieved chronic pain. 
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PROGRAM OVERVIEW 

Intended Audience 

This Clinical DialoguessM in Pain Management series is intended for physicians, 
pharmacists, nurses, and allied health care professionals who provide care to patients 
with pain. 

Post-Activity Feedback 

Course evaluation forms will be required of all participants who seek to receive 
continuing education credit. MediCom will summarize the information collected from 
these forms in a formal report to evaluate program effectiveness. 

Participants will evaluate the following as excellent, good, fair, or poor. 
1. Overall content 
2. Faculty teaching effectiveness 
3. Format 
4. Audio / visual quality 

Participants will also respond to the following questions: 
1. How well did the program achieve its educational objectives? 
2. Do you feel that the program material was useful and practice-oriented? 
3. Do you feel that the information provided in this educational activity will aid in 

improving patient care in your practice? 
4. Do you feel that fair balance was maintained for all therapeutic options? 
5. Would you participate in future educational activities? 

RequestforSponsorSupport 

MediCom will announce and promote the live activities primarily through direct mail and 
advertisement on www.MedicalEd.com. 

As a supplement to the primary methods indicated above, MediCom may request the 
assistance of Cephalon, Inc in the dissemination of information regarding these 
programs to the medical community. The content of such information, however, is the 
responsibility of MediCom as the accredited provider, and any such distribution will be 
solely as a supplement to MediCom's primary method of announcement and promotion. 

Pages 
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MediCom Worldwide, Inc. 
101 Washington Street 
Morrisville, Pennsylvania 19067 

Proposal Number: 05-014a 
Date: August 25, 2004 

Clinical Dialogues in Pain Management 
2005 Pain Management Peer-to-Peer Live Meetings 

Projected Budget Estimate 

Number of Inner meetings 
Faculty presenter per activity 1 

Health care professional attendees per meeting 15 
Direct mail Invitations to health care professionals 500 

Approval Signature Date 

Confidential 

Note: no work may begin until MediCom receives, via email or fax, this approval with signature 
and date 
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MediCom Worldwide, Inc. 
101 Washington Street 
Morrisville, Pennsylvania 19067 

Proposal Number: 05-014a 
Date: August 25, 2004 

Clinical Dialogues in Pain Management 
2005 Pain Management Peer-to-Peer Live Meetings 

Projected Budget Estimate 

Direct mall Invitations, mall services, postage $ 
Personalized invitations to be mailed to every potential participant; includes printing, assembly, mail 
services and postage. Postage estimated at $0.37 per direct mail piece 

Direct mall list purchase $ 
Print materials 

$ 
Includes printing of shell materials for adaptation and use in individualized dinner meeting kits for every 
meeting; dinner meeting kits to include accreditation information, speaker biographical and disclosure 
information, agenda, and handout materials, where appropriate 

Speaker honoraria $ 
Speaker travel (air, OOP, hotel) $ 
Ground transportation $ 
Catering 

$ 
Audio/visual services $ 
Onsite CME coordination $ 
ShlpplngfFed.Ex ;;;;;;;;;;;;;;;;;;;;;;;e $ 

Program development $ 
Includes all labor associated with initial program set-up and development, including creation of text for 
print support materials, graphic design, typesetting and layout of all support materials, and 
development and creation of final program appearance 

Meeting management $ 
Includes coordination with faculty for content, dates, travel and all other program details 

Accreditation of program for CME, CPE, CNE 
Continuing Education participant certificates 
Administrative and accounting fees 
Project management 

Confidential 

118,125 

15,750 

25,000 

625,000 
300,000 
50,000 

468,750 
137,500 
262,500 

25,000 

100,000 

250,000 

25,000 
56,000 

196,690 
265,532 
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MediCom Worldwide, Inc. 
Clinical DialoguessM in Oncology 

PAYMENT SCHEDULE 

Payment Terms: 

One-third of project costs are due upon signing of letter of agreement 
One-third of project costs are due mid project 
One-third of project costs are due upon completion and reconciliation 
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MediCom Worldwide, Inc. 
101 Washington Street 
Morrisville, Pennsylvania 19067 

Proposal Number: 05-014a 
Date: August 25, 2004 

Approval Signature 

Clinical Dialogues in Pain Management 
2005 Pain Management Peer-to-Peer Live Meetings 

Projected Budget Estimate 

Number of dinner meetings 
Faculty presenter per activity 

Health care professional attendees per meeting 
Direct mail invitations to health care professionals 

Date 

250 
1 

15 
500 

Note: no work may begin until MediCom receives, via email or fax, this approval with signature 
and date 
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MediCom Worldwide, Inc. 
101 Washington Street 
Morrisville, Pennsylvania 19067 

Proposal Number: 05·014a 
Date: August 25, 2004 

Clinical Dialogues in Pain Management 
2005 Pain Management Peer-to-Peer Live Meetings 

Projected Budget Estimate 

Detailed Budget Itemization 

Direct mall Invitations, mail services, postage $ 
Personalized Invitations to be mailed to every potential participant; includes printing, assembly, mail 
services and postage. Postage estimated at $0.37 per direct mail piece 

Direct mall list purchase $ 
Print materials $ 

Includes printing of shell materials for adaptation and use in individualized dinner meeting kits for every 
meeting; dinner meeting kits to include accreditation information, speaker biographical and disclosure 
information, agenda, and handout materials, where appropriate 

Speaker honorarla $ 
Speaker travel (air, OOP, hotel) $ 
Ground transportation $ 
Catering $ 
Audio/visual services $ 

$ 
$ 

118,125 

15,750 

25,000 

625,000 
300,000 
50,000 

468,750 
137,500 
262,500 

25,000 

Program development $ 100,000 
Includes all labor associated with initial program set-up and development, induding creation of text for 
print support materials, graphic design, typesetting and layout of all support materials, and 
development and creation of final program appearance 

Meeting management 
Includes coordination with faculty for content, dates, travel and all other program details 

Accreditation of program for CME, CPE, CNE 
Continuing Education participant certificates 
Administrative and accounting fees 
Project management 

$ 250,000 

$ 25,000 
$ 56,000 
$ 196,690 
$ 265,532 
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MediCom Worldwide, Inc. 
Clinical DialoguessM in Oncology 

PAYMENT SCHEDULE 

Payment Terms: 

One-third of project costs are due upon signing of letter of agreement 
One-third of project costs are due mid project 
One-third of project costs are due upon completion and reconciliation 
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Dr. Rod Hughes 
Cephalon, Inc. 
145 Brandywine Parkway 
West Chester, PA 19380 

Dear Dr. Hughes: 

November 15, 2004 

MediCom Worldwide, Inc. is accredited by the Accreditation Council for continuing Medical Education to 
sponsor continuing medical education for physicians and by the Accreditation council for Pharmacy 
Education to sponsor continuing education for pharmacists, as well as an approved provider of nursing 
continuing education through the California State Board of Registered Nursing. 

A comprehensive needs assessment has been completed and has identified a ongoing need and interest of 
health care providers who manage patients suffering from chronic pain to enhance their knowledge and 
understanding of pain treatment as it relates specifically to breakthrough pain. Based on this educational 
need, we are requesting an educational grant from Cephalon, Inc. to support the development of a 

educational symposia to take place in conjunction with the American Pain Society meeting in 2005. The 
budget to fund this activity is approximately $191,725.00. The target audience for this activity will be pain 
care specialist pa1ticipating in the overall scientific session. 

This scientific activity will be developed independently and will comply with all ACCME, FDA, AMA, 
OIG, and ACPE regulations for industry-supported professional continuing education. 

Thank you, in advance, for your consideration of this request. Should you agree to provide funding for this 
project, Letters of Agreement will be forwarded to you as soon as possible. 

Respectfully, 

Joan Meyer 
Executive Director 
Continuing Education 
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2005 APS Satellite Symposium 

Job #P05-003a 

Title Options: 
1. The Building Blocks of Breakthrough Pain Treatment: Assessment, 

Believe, Communication, Diagnosis, Effective Treatment 

Preferred Time of Presentation: 

Breakfast 

Learning Objectives: 

1. Define the concept of breakthrough pain. 

2. Compare and contrast current assessment tools that rate patient pain 

levels, activities of daily living and quality of life. 

3. Identify questions and communication techniques that are designed to 

improve patienUphysician dialogue. 

4. Outline the pharmacology and physiologic role of opioid medications in the 

treatment of pain. 

Agenda: 
1 ) Introduction 

a) Definition of breakthrough pain (BTP) 

b) Impact of BTP 

i) 86% of Americans suffering from chronic pain experience BTP 

ii) Limitations on activities 

iii) Increased hospital, ER, and physician visits; increased costs by 500% 

2) Assessment Tools 

a) TARGET chronic pain assessment 

b) ECOG activity tool 

c) Substance abuse & diversion assessment tool 

3) Enhancing the Patient/Physician Partnership 

a) Communication Skills 

i) Common vocabulary and definitions 

ii) Dialog-conducive questions 

4) Conceptual Approach to Treatment 

5) The Evolutionary Steps 

a) Physiology of Nociception and Pain Perception 

TEVA MDL A 01851378 - - -
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b) BTP and Impact on Qol 

c) BTP Characteristics and Pharmacology 

Description: 

Breakthrough pain (BTP) is a unique type of pain that must be assessed and 

treated differentially from chronic pain. The "building blocks" of an effective 

strategy for BTP management begin with assessment tools that address both 

chronic pain and BTP. A second building block is establishing an effective 

communication strategy with the patient, who may lack a fundamental 

understanding of pain management terms and concepts. Final building blocks 

include diagnosis and treatment. Clinicians must recognize that the 

pathophysiology of BTP is different from that of chronic pain, and must, therefore, 

be differentially diagnosed and treated, to provide effective long-term analgesia. - _ _:::;:..., 

Mechanism of Participant Evaluation to be Used: 

Written evaluation 

Mechanism of Provider CME Credit: 

Written evaluation 

Name and Address of Organization Providing CME Credit for this Program: 

MediCom Worldwide, Inc. 
101 Washington Street 
Morrisville, PA 19067 

Accredited Provider Contact: 
Joan Meyer. 800-408-4242 ext. 129, jmeyer@medicaled.com 

Name of Organization Providing Logistical/Meeting Support: 

MediCom Worldwide, Inc. 

Communications Company/Meeting Planner Contact: 

Diane Evans, 800-408-4242 ext. 133, devans@medicaled.com 

Corporate member: 
Cephalon, Inc. 

Facutly: Jeff Gudin, MD 
Gary Wright, MD 
Paul Spector, MD 
Daniel Bennett, MD 
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Dr. Rod Hughes 
Cephalon, Inc. 
145 Brandywine Parkway 
West Chester, PA 19380 

Dear Dr. Hughes: 

November 15, 2004 

MediCom Worldwide, Inc. is accredited by the Accreditation Council for continuing Medical Education to 

sponsor continuing medical education for physicians and by the Accreditation council for Pharmacy 

Education to sponsor continuing education for pharmacists, as well as an approved provider of nursing 

continuing education through the California State Board of Registered Nursing. 

A comprehensive needs assessment has been completed and has identified a ongoing need and interest of 

health care providers who manage patients suffering from chronic pain to enhance their knowledge and 

understanding of pain treatment as it relates specifically to breakthrough pain. Based on this educational 

need, we are requesting an educational grant from Cephalon, Inc. to support the development of a 

educational symposia to take place in conjunction with the American Pain Society meeting in 2005. The 

budget to fund this activity is approximately $191,725 .00. The target audience for this activity will be pain 

care specialist participating in the overall scientific session. 

This scientific activity will be developed independently and will comply with all ACCME, FDA, AMA, 

OIG, and ACPE regulations for industry-supported professional continuing education. 

Thank you, in advance, for your consideration of this request. Should you agree to provide funding for this 

project, Letters of Agreement will be forwarded to you as soon as possible. 

Respectfully, 

Joan Meyer 
Executive Director 
Continuing Education 
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2005 APS Satellite Symposium 
Job #P05-003a 

Title Options: 
1. The Building Blocks of Breakthrough Pain Treatment: Assessment, 

Believe, Communication, Diagnosis, Effective Treatment 

Preferred Time of Presentation: 
Breakfast 

Learning Objectives: 

1. Define the concept of breakthrough pain. 

2. Compare and contrast current assessment tools that rate patient pain 

levels, activities of daily living and quality of life. 

3. Identify questions and communication techniques that are designed to 

improve patient/physician dialogue. 

4. Outline the pharmacology and physiologic role of opioid medications in the 

treatment of pain. 

Agenda: 
1) Introduction 

a) Definition of breakthrough pain (BTP) 

b) Impact of BTP 

i) 86% of Americans suffering from chronic pain experience BTP 

ii) Limitations on activities 

iii) Increased hospital, ER, and physician visits; increased costs by 500% 

2) Assessment Tools 

a) TARGET chronic pain assessment 

b) ECOG activity tool 

c) Substance abuse & diversion assessment tool 

3) Enhancing the Patient/Physician Partnership 

a) Communication Skills 

i) Common vocabulary and definitions 

ii) Dialog-conducive questions 

4) Conceptual Approach to Treatment 

5) The Evolutionary Steps 

a) Physiology of Nociception and Pain Perception 
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b) BTP and Impact on Qol 

c) BTP Characteristics and Pharmacology 

Description: 

Breakthrough pain (BTP) is a unique type of pain that must be assessed and 

treated differentially from chronic pain. The "building blocks" of an effective 

strategy for BTP management begin with assessment tools that address both 

chronic pain and BTP. A second building block is establishing an effective 

communication strategy with the patient, who may lack a fundamental 

understanding of pain management terms and concepts. Final building blocks 

include diagnosis and treatment. Clinicians must recognize that the 

pathophysiology of BTP is different from that of chronic pain, and must, therefore, 

be differentially diagnosed and treated, to provide effective long-term analgesia. 

Mechanism of Participant Evaluation to be Used: 
Written evaluation 

Mechanism of Provider CME Credit: 
Written evaluation 

Name and Address of Organization Providing CME Credit for this Program: 

MediCom Worldwide, Inc. 
101 Washington Street 
Morrisville, PA 19067 

Accredited Provider Contact: 
Joan Meyer. 800-408-4242 ext. 129, jmeyer@medicaled.com 

Name of Organization Providing Logistical/Meeting Support: 
MediCom Worldwide, Inc. 

Communications Company/Meeting Planner Contact: 
Diane Evans, 800-408-4242 ext. 133, devans@medicaled.com 

Corporate member: 
Cephalon, Inc. 

Facutly: Jeff Gudin, MD 
Gary Wright, MD 
Paul Spector, MD 
Daniel Bennett, MD 
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Dr. Rod Hughes 
Cephalon, Inc. 
145 Brandywine Parkway 
West Chester, PA 19380 

Dear Dr. Hughes: 

October 13, 2004 

Medi Com Worldwide, Inc. is accredited by the Accreditation Council for continuing Medical Education to sponsor continuing medical education for physicians and by the Accreditation council for Pharmacy Education to sponsor continuing education for pharmacists, as well as an approved provider of nursing continuing education through the California State Board of Registered Nursing. 
A comprehensive needs assessment has been completed and has identified a ongoing need and interest of health care providers who manage patients suffering from chronic pain to enhance their knowledge and understanding of pain treatment as it relates specifically to breakthrough pain. Based on this educational need, we are requesting an educational grant from Cephalon, Inc. to support the development of a educational symposia to take place in conjunction with the American Pain Society meeting in 2005. The budget to fund this activity is approximately $191,725.00. The target audience for this activity will be pain care specialist participating in the overall scientific session. 

This scientific activity will be developed independently and will comply with all ACCME, FDA, AMA, OIG, and ACPE regulations for industry-supported professional continuing education. 
Thank you, in advance, for your consideration of this request. Should you agree to provide funding for this project, Letters of Agreement will be forwarded to you as soon as possible. 

Respectfully, 

Joan Meyer 
Executive Direc or 
Continuing Education 
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MediCom WORLDWIDE, Inc. 

Educational Grant 
Letter of Agreement 

Between Cephalon, Inc 145 Brandywine Parkway West Chester, PA and MediCom Worldwide, 
Inc. ("Provider") 101 Washington St Morrisville, PA. 

Title of Program: 
The Building Blocks of Breakthrough Pain Treatment 

Date, Location & Time of Program: 
Friday April 1, 2002 
7:00 - 8: 30 AM 
Boston,MA 

Provider has requested support for the above-named Program in the form of an educational grant 
in the amount of $191,725. It is the intent of this Agreement to ensure that the Program is 
conducted in a manner consistent with the Food and Drug Administration's Policy Statement on 
Industry Supported Scientific and Educational Activities, AMA Guidelines on Gifts to 
Physicians, and the Accreditation Counsel for Continuing Medical Education (ACCME) 

To that end, PROVIDER , Cephalon, Inc agree as follows: 

1. Statement of Purpose: The Program is for scientific and educational purposes only and is 
not intended to promote a Cephalon, Inc. product directly or indirectly. 

2. Control of Content & Selection of Presenters & Moderators: The provider is ultimately 
responsible for the control of content and selection of presenters and moderators. Cephalon, 
Inc. agrees not to direct the content of the program. Cephalon, Inc. or its agents, may 
respond to requests initiated by Provider for suggestions of presenters or sources of possible 
presenters. Cephalon, Inc., or its agents will suggest more than one name (if possible); will 
provide speaker qualification; will disclose financial or other relationships between 
Cephalon, Inc., and speaker; and will provide this information in writing. Provider will, in 
its sole discretion, select presenters and moderators. 

3. Disclosure of Financial Relationships: Provider will direct speakers and moderators to 
disclose to the audience commercial support or funding or other significant financial 
relationships between the speakers and moderators and Cephalon Inc., and/or any other 
commercial company whose products are pertinent to the content of the presentation. 
Disclosure shall be made in writing in all instances when that is possible. Should disclosure 
occur verbally, such disclosure must be verified by written documentation in the activity file. 
Provider will disclose Cephalon, Inc. support at this program. 

12/99 

TEVA_MDL_A_01851384 

P-29481 _ 00982



07300GG.9

4. Involvement in Content: There will be no "scripting," emphasis, or direction of content by Cephalon, Inc. or its agents. 

5. Ancillary Promotional Activities: No promotional activities will be permitted in the same room or obligate path to the educational activity. No product advertisement will be permitted within the program or handout. Provider reserves the right to monitor, unannounced, any presentation to insure that standards are being met. The cost of such monitoring shall be the responsibility of Cephalon, Inc. 

6. Objectivity & Balance: Provider will make every effort to ensure that data regarding Cephalon, Inc. products (or competing products) are objectively selected and presented, with favorable and unfavorable information and balance discussion of prevailing information on the product(s) and/or alternative treatments. Provider will provide the opportunity for speakers and the audience to discuss information, both favorable and unfavorable, about the product(s) and/or alternative treatments. 

7. Limitations on Data: Provider will request the speakers, to the extent possible, to disclose limits on the data, e.g., that it involves ongoing research, interim analyses, preliminary data, or unsupported opinion. 

8. Discussion of Unapproved Uses: Provider will require that presenters disclose when any product mentioned during the program is not approved in the United States for the use under discussion or is still investigational. 

9. Opportunities for Debate: Provider will ensure meaningful opportunities for questioning by attendees and scientific debate with and between presenters. 

10. No party shall use the other party's or its affiliate's name or trademarks for publicity or advertising purposes without the prior written consent of the other party. 

I 1. Structure of Grant and Use of Funds: Funds should be in the form of an educational grant made payable to the provider organization (MediCom Worldwide, Inc.). No other funds from 
Cephalon, Inc. will be paid to the program director, faculty, or others involved with the program. Grant funds shall not be used to pay travel, lodging, registration fees, honoraria, or 
personal expenses for non-faculty attendees. At the conclusion of the program, the Provider agrees to deliver to Cephalon, Inc. a report concerning the expenditure of the funds provided. 

12. Regulatory Authority: Provider agrees to abide by the ACCME Standards for Commercial Support of Continuing Medical Education. Provider will acknowledge educational support from Cephalon, Inc. in program brochures, syllabi, and other program material Cephalon, Inc. agrees to abide by all requirements of the ACCME Standards for Commercial Support of Continuing Medical Education, and acknowledges receipt of a copy of those standards. 

12/99 2 
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Payee: MediCom Worldwide, Inc. 

In Care Of: Joan Meyer 
Address 101 Washington St 

Morrisville, PA 19067 

Tax ID. # 233063738 

IN WITNESS WHEREOF, the parties have executed this Agreement as of the last of the 
respective dates below. 

Provider: 

Cephalon, Inc 

Name (Print) 

Signature 
Title 
Date: 

Name (Print) 
Signature 
Title 
Date: 

Executive Director 
October 13, 2004 

12/99 3 
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APS 2005 SYMPOSIUM 
PROJECTED BUDGET 

TOPIC: Breakthrough Pain 
FACULTY Four 
Grant Request: $191,725.00 
APS FEE 

2005APS 
Boston, MA 

April 1, 2005 

MediCom PreMeeting Coordination, Registration 
Print Design, Production 
Design 
Direct Mail ~# 3,000 incl $.37 postage 
Posters# 3 
Handouts # 300 
Door Drops/Exhibit Ad 
MediCom On-site Symposium Management 

Food & Beverage Catering 300 

MediCom Expenses 

CME Approval/Certificates 

Faculty Expenses 

Air Travel 
Out of Pocket 
Hotel 
Meals 
Ground Transport 
Misc. (Fed Ex) 
AN 

Review/ Approval 

Honorarium 
T&A 

Administration / Service Charges/Account Management 

TOTAL MEDICOM GRANT REQUEST 

APS 2005 Confidential 

Confidential 

Budget 
$ 40,000.00 

$ 35,000.00 

$ 2,500.00 
$ 5,100.00 
$ 2,400.00 
$ 5,000.00 
$ 12,000.00 
$ 3,200.00 

$ 24,000.00 

$ 1,600.00 
$ 75.00 
$ 1,600.00 
$ 300.00 
$ 200.00 
$ 750.00 
$ 8,000.00 

$ 10,000.00 

$ 10,000.00 
$ 8,000.00 

$ 22,000.00 

$ 191,725.00 

80604 
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2005 APS Satellite Symposium 
Job #P05-003a 

Title Options: 
1. The Building Blocks of Breakthrough Pain Treatment: Assessment, Believe, Communication, Diagnosis, Effective Treatment 

Preferred Time of Presentation: 
Breakfast 

Learning Objectives: 

1. Define the concept of breakthrough pain. 
2. Compare and contrast current assessment tools that rate patient pain levels, activities of daily living and quality of life. 
3. Identify questions and communication techniques that are designed to improve patient/physician dialogue. 
4. Outline the pharmacology and physiologic role of short-acting pain medications. 

Agenda: 
1) Introduction 

a) Definition of breakthrough pain (BTP) 
b) Impact of BTP 

i) 86% of Americans suffering from chronic pain experience BTP 
ii) Limitations on activities 
iii) Increased hospital, ER, and physician visits; increased costs by 500% 

2) Assessment Tools 

a) TARGET chronic pain assessment 
b) ECOG activity tool 

c) Substance abuse & diversion assessment tool 
3) Enhancing the Patient/Physician Partnership 

a) Communication Skills 

i) Common vocabulary and definitions 
ii) Dialog-conducive questions 

4) Conceptual Approach to Treatment 
5) The Evolutionary Steps 

a) Physiology of Nociception and Pain Perception 
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b) BTP and Impact on QoL 
c) BTP Characteristics and Pharmacology 

Description: 

Breakthrough pain (BTP) is a unique type of pain that must be assessed and treated differentially from chronic pain. The "building blocks" of an effective strategy for BTP management begin with assessment tools that address both chronic pain and BTP. A second building block is establishing an effective communication strategy with the patient, who may lack a fundamental understanding of pain management terms and concepts. Final building blocks include diagnosis and treatment. Clinicians must recognize that the 
pathophysiology of BTP is different from that of chronic pain, and must, therefore, be differentially diagnosed and treated, to provide effective long-term analgesia. 

Mechanism of Participant Evaluation to be Used: 
Written evaluation 

Mechanism of Provider CME Credit: 
Written evaluation 

Name and Address of Organization Providing CME Credit for this Program: MediCom Worldwide, Inc. 
101 Washington Street 
Morrisville, PA 19067 

Accredited Provider Contact: 
Joan Meyer. 800-408-4242 ext. 129, jmeyer@medicaled.com 

Name of Organization Providing Logistical/Meeting Support: 
MediCom Worldwide, Inc. 

Communications Company/Meeting Planner Contact: 
Diane Evans, 800-408-4242 ext. 133, devans@medicaled.com 

Corporate member: 
Cephalon, Inc. 

Facutly: Jeff Gudin, MD 
Gary Wright, MD 
Paul Spector, MD 
Daniel Bennett, MD 
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American Pain Society 
Agreement for Commercial Support of CME Activities 

It is the policy of the American Pain Society that all continuing medical education activities, offering CME credit, fully conform to the Accreditation Council for Continuing Medical Education (ACCME) Essentials and Guidelines for Accreditation of Sponsors of Continuing Medical Education and Standards for Commercial Support and Enduring Materials (copies of both documents are on file in our Education Offices and are available to commercial supporters). This agreement is intended to define and document our responsibilities as a sponsor of continuing medical education for physicians and those of a commercial supporter (hereafter known as the Company) of those activities, and to define terms and conditions under which commercial funding will be accepted and utilized in support of the continuing education activity named below. 

The commercially supporting company and American Pain Society agree to the following terms and conditions: 1. Statement of Purpose: This program is for scientific and educational purposes and will not promote the products of the Company, either directly or indirectly. 
2. Responsibility: As an accredited sponsor, APS shall hold full responsibility for the identification of CME needs, detennination of objectives, methods, materials, delivery, budget, and evaluation of the activity independent of commercial influence, support or preference. 
3. Control of Content and Selection of Presenters and Moderators: APS is responsible for control of content and selection of presenters and moderators. The Company agrees not to direct the content of the program. If requested, the Company, or its agents, will respond only to APS initiated requests for suggestions of presenters or sources of possible presenters. In this case, the company will suggest more than one name; will provide speaker qualifications; will disclose financial or other relationships between the Company and the speaker(s), and will provide this information in writing. APS will recognize any suggestions made and will seek suggestions from other sources as well. The Scientific Program Committee will make speaker and topic selections based on balance, independence and its set of criteria. 

4. Exhibit Placement: The Company agrees that exhibit placement shall not be a condition of support for this activity. 
5. Disclosure of Financial Relationships: APS will ensure meaningful disclosure to the audience at the time of the program, of ( a) company support; and, (b) any significant relationship between APS and the Company or between individual speakers or moderators and the Company. 
6. Ancillary Promotional Activities: No promotional activities will be permitted in the same room as the educational activity. No product advertisements will be permitted in the program room 7. Objectivity and Balance: APS will make every effort to ensure that data regarding the Company's products ( or competing products) are objectively selected and presented, with favorable and unfavorable information and balanced discussion of prevailing information on the product(s) and/or alternative treatment modalities. 8. Limitations on Data: APS will ensure, to the extent possible, meaningful disclosure oflimitations on data, (e.g., ongoing research, interim analysis, preliminary data, or unsupported opinion). 9. Discussion ofUnapproved Uses: APS will require that presenters disclose when a product is not approved in the United States for the use under discussion. 
10. Opportunities for Debate: APS will ensure meaningful opportunities for questioning or scientific debate. 11. Independence of APS in the use of Contributed Funds: 

• funds should be in the form of an unrestricted educational grant made payable to APS. • all other support associated with this CME activity ( e.g., distributing brochures, preparing slides, printing handouts, distributing handouts, utilizing additional evaluation forms from those used by APS), must be given with the full knowledge and approval of American Pain Society. • no other funds from the Company will be paid to the program director, faculty, or others involved with the CME activity (additional honoraria, extra social events, etc.). 

The Company agrees to abide by all requirements of the ACCME Standards for Commercial Support of Continuing Medical Education as stipulated above. We agree to: (1) abide by the ACCME Standards/or Commercial Support of Continuing Medical Education; (2) acknowledge educational support from the Company in program brochures, syllabi, and all other program materials, and (3) upon request, furnish the Company with a report concerning the expenditure of the funds provided. 
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American Pain Society Agreement for Commercial Support of CME Activities Cont. 

The following represents full and accurate disclosure of all contributions provided by the Company for this 
continuing education activity. 

AGREED 

CME Activity: 2005 APS 24th Annual Scientific Meeting - Corporate Satellite Symposia 
Diamond Leve] Support 

Location: Boston, MA Dates: March 30-April 2, 2005 

Unrestricted Educational Grant and/or administrative fee.made payable to American Pain Society in the amount of: $40,000 . The APS wiJl use this grant to underwrite the specific expenses for this activity, which may include travel, hotel, per diem, honorarium and printing expenses. The Wll'estricted educational grant may also be 
used to underwrite other aspects of the Scientific Meeting. 

Commercial Supporter Company Name: ___ C""'e""p""h=a=lo=n,=-=l=nc"".'--------------Commercial Company Representative or Agent Name: ______________ _ 
Title:------------------------------Signature: Date: ___ _ 

American Pain Society Representative: 
Department Director or Designee Name: _ _,Ka=t,..,hryn~'"--C=h-"'ec""e'-=a'--------------------Title: National Director of Professional Relations 

l(~k~ Signature: __________________________ .Date: 9/23/04 
Course Director or Designee Name: ---=R=u=th.,,..T=ie=rn=a=n=---------------------Title: Director of Education 

Signature: _________ ~ _____ · _____________ D. ate: 9/23/04 

K:\APS\Sales\SPONSORS\Agreement.docCreated on 09/20/99 3:44 PM 

TEVA_MDL_A_01851391 

P-29481 _ 00989



07300GG.16

MediCom WORLDWIDE, Inc. 

Educational Grant 
Letter of Agreement 

Between Cephalon, Inc 145 Brandywine Parkway West Chester, PA and MediCom Worldwide, 
Inc. ("Provider") 101 Washington St Morrisville, PA. 

Title of Program: 
The Building Blocks of Breakthrough Pain Treatment 

Date, Location & Time of Program: 
Friday April 1, 2002 
7:00 - 8: 30 AM 
Boston,MA 

Provider has requested support for the above-named Program in the form of an educational grant 
in the amount of $191,725. It is the intent of this Agreement to ensure that the Program is 
conducted in a manner consistent with the Food and Drug Administration's Policy Statement on 
Industry Supported Scientific and Educational Activities, AMA Guidelines on Gifts to 
Physicians, and the Accreditation Counsel for Continuing Medical Education (ACCME) 

To that end, PROVIDER , Cephalon, Inc agree as follows: 

I. Statement of Purpose: The Program is for scientific and educational purposes only and is 
not intended to promote a Cephalon, Inc. product directly or indirectly. 

2. Control of Content & Selection of Presenters & Moderators: The provider is ultimately 
responsible for the control of content and selection of presenters and moderators. Cephalon, 
Inc. agrees not to direct the content of the program. Cephalon, Inc. or its agents, may 
respond to requests initiated by Provider for suggestions of presenters or sources of possible 
presenters. Cephalon, Inc., or its agents will suggest more than one name (if possible); will 
provide speaker qualification; will disclose financial or other relationships between 
Cephalon, Inc., and speaker; and will provide this information in writing. Provider will, in 
its sole discretion, select presenters and moderators. 

3. Disclosure of Financial Relationships: Provider will direct speakers and moderators to 
disclose to the audience commercial support or funding or other significant financial 
relationships between the speakers and moderators and Cephalon Inc., and/or any other 
commercial company whose products are pertinent to the content of the presentation. 
Disclosure shall be made in writing in all instances when that is possible. Should disclosure 
occur verbally, such disclosure must be verified by written documentation in the activity file. 
Provider will disclose Cephalon, Inc. support at this program. 

12/99 
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4. Involvement in Content: There will be no "scripting," emphasis, or direction of content by 

Cephalon, Inc. or its agents. 

5. Ancillary Promotional Activities: No promotional activities will be permitted in the same 

room or obligate path to the educational activity. No product advertisement will be permitted 

within the program or handout. Provider reserves the right to monitor, unannounced, any 

presentation to insure that standards are being met. The cost of such monitoring shall be the 

responsibility of Cephalon, Inc. 

6. Objectivity & Balance: Provider will make every effort to ensure that data regarding 

Cephalon, Inc. products (or competing products) are objectively selected and presented, with 

favorable and unfavorable information and balance discussion of prevailing information on 

the product(s) and/or alternative treatments. Provider will provide the opportunity for 

speakers and the audience to discuss information, both favorable and unfavorable, about the 

product(s) and/or alternative treatments. 

7. Limitations on Data: Provider will request the speakers, to the extent possible, to disclose 

limits on the data, e.g., that it involves ongoing research, interim analyses, preliminary data, 

or unsupported opinion. 

8. Discussion of Unapproved Uses: Provider will require that presenters disclose when any 

product mentioned during the program is not approved in the United States for the use under 

discussion or is still investigational. 

9. Opportunities for Debate: Provider will ensure meaningful opportunities for questioning by 

attendees and scientific debate with and between presenters. 

Confidential 

10. No party shall use the other party's or its affiliate's name or trademarks for publicity or 

advertising purposes without the prior written consent of the other party. 

11. Structure of Grant and Use of Funds: Funds should be in the form of an educational grant 

made payable to the provider organization (MediCom Worldwide, Inc.). No other funds from 

Cephalon, Inc. will be paid to the program director, faculty, or others involved with the 

program. Grant funds shall not be used to pay travel, lodging, registration fees, honoraria, or 

personal expenses for non-faculty attendees. At the conclusion of the program, the Provider 

agrees to deliver to Cephalon, Inc. a ,report concerning the expenditure of the funds provided. 

12. Regulatory Authority: Provider agrees to abide by the ACCME Standards for Commercial 

Support of Continuing Medical Education. Provider will acknowledge educational support from 

Cephalon, Inc. in program brochures, syllabi, and other program material Cephalon, Inc. agrees 

to abide by all requirements of the ACCME Standards for Commercial Support of Continuing 

Medical Education, and acknowledges receipt of a copy of those standards. 

12/99 2 
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Payee: MediCom Worldwide, Inc. 

In Care Of: Joan Meyer 

Address 101 Washington St 

Morrisville, PA 19067 

Tax ID. # 233063738 

IN WITNESS WHEREOF, the parties have executed this Agreement as of the last of the 

respective dates below. 

Provider: 

Cephalon, Inc 

Name (Print) 

Signature 
Title 
Date: 

Joan Meyer 

~~~ 
Executive Director 

October 13, 2004 

;·i,,;:3vm7 
r>-l~\~'-\ :1 
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EDUCATIONAL GRANT DRAFT REQUEST 

The attached material has been reviewed and is approved: 

Payee: Medicom Worldwide, Inc. 

Amount: $191,725 

Type of Program: 2005 APS Symposium: "The Building Blocks ofBTP Treatment: 

Assessment, Believe, Communicate, Diagnosis, Effective Treatment" 

Submitted for Review: November 18, 2004 

DEPARTMENT NAME DATE 

Scientific Communications Rod Hughes 

Medical Affairs Kiumars V adiei 

Legal & Government Ed Berg 

Return to: Suzanne Richards, ext. 86532 
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Cephalon, Inc. 
145 Brandywine Parkway• 
West Chester, PA I 9380 

INVOICE NO. DATE 

GRANT 11/18/2004 VCH00092132 

INTERNAL NO. VENDOR# 

DESCRIPTION 

VENDOR 

680 MEDICOM00000 MediCom Worldwide Inc 

Confidential 

01/14/2005 

PAID AMOUNT 

$191,725.00 

TOTALS 

DISCOUNT 

TOTALS 

00169649 

APPLIED AMOUNT 

$191,725.00 

TOTALS 

$191,725.00 

TEVA_MDL_A_01851396 
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Cephalon 
ACCOUNTS PAYABLE CHECK REQUEST 

PAYEE NAME: 

ADDRESS: 

Medicom Worldwide, Inc. 

101 Washington Street 

MorrisVille, PA 19067 

INVOICE NUMBER: n/a 

INVOICE DATE: n/ a 

DUE DATE: n/a 

P.O. NUMBER (if applicable): n/a 

r 

DESCRIPTION: Med Ed Grant for APS Symposium 'Toe Building Blocks of BTP Treatment" 

G/LACCOUNTNUMBER 

7640 

DEPARTMENT 

631 

PROJECT 

ACTQ 

AMOUNT 
$ 191,725.00 

TOTAL: $ 191,725.00 

Prepared By: 

Extension: 

Department Number: 

Approved By: 

Print Approvers Name: 

Approvers Title: 

Suzanne Richards 

86532 

§31// 4' 
\ .. (11/)"1 t-,.---

Vice President, Marketi 

~ --

Mark here if the check is to be picked up by the preparer: 

---

Please note: If there is any documentation to be mailed along With the payment, 

please attach a copy in addition to the copy for Accounting's records 

Accounting Use Only: 

Batch Number: ______ _ 

Voucher Number: _____ _ 

Entry Date: 

1/5/2005 
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FedEx I Ship Manager I Label 7928 2834 9210 

From: Origin ID: (610)738-6532 
Suzanne Richards 
CEPHALON 
145 BRANDYWINE PAAKWAY 

WEST CHESTER, PA 19380 

SHIP TO: (215)337-9991 

Joan Meyer 
Medicom 
101 Washington Street 

Morrisville, PA 19067 

Cl8091404.C5.4>6 

BILL SENDER 

Ship Dale: 21JAN05 
Actual Wgt 1 LB 
System#: 2402709/INET2000 
Account#: S ......... . 

REF: 631 

Ill lllllllllllllllll Ill I Ill I II I I Ill Ill I II II llll lllllll II II Ill II I II II IIIII Ill 
Delivery Address Bar Code 

Page 1 of 1 

--------------1 STANDARD OVERNIGHT MON 

TRK# 7928 2834 9210 FORM 
0201 

Deliver By: 
24JAN05 

PHL A2 

19067 -PA-US 

17 NXXA 

Shipping Label: Your shipment is complete 
1. Use the 'Print' feature from your browser to send this page to your laser or inkjet printer. 

2. Fold the printed page along the horizontal line. 

3. Place label in shipping pouch and affix it to your shipment so that the barcode portion of the label can be read and scanned. 

Warning: Use only the printed original label for shipping. Using a photocopy of this label for shipping purposes is fraudulent 
and could result in additional bllllng charges, along with the cancellation of your FedEx account number. 

Use of this system constitutes your agreement to the service conditions in the current FedEx Service Guide, available on fedex.com. FedEx will not 
be responsible for any claim in excess of $100 per package, whether the result of loss, damage, delay, non-delivery, misdelivery, or misinformation, 
unless yoi.J declare a higher value, pay an additional charge, document your actual loss and file a timely claim. Limitations found in the current FedEx 
Service Guide apply. Your right to recover from FedEx for any loss, including intrinsic value of the package, loss of sales, income interest, profit, 
attorney's fees, costs, and other forms of damage whether direct, incidental, consequential, or special is limited to the greater of $100 or the 
authorized declared value. Recovery cannot exceed actual documented loss. Maximum for items of extraordinary value is $500, e.g. jewelry, 
precious metals, negotiable instruments and other items listed in our Service Gulde. Written claims must be filed within strict time limits, see current 
FedEx Service Guide. 

https:/ /www.fedex.com/cgi-bin/ship _it/unity/7Ca Wu6lfRv8CjZx7EcSy5J gSy 1IhXt9Ah Vy... 1/21/2005 
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From: Origin ID: (610)738-6532 
Suzanne Richards 
CEPHALON 
145 BRANDYWINE PARKWAY 

WEST CHESTER, PA 19380 

SHIP TO: (215)337-9991 

Joan Meyer 
Medicom 
101 Washington Street 

Morrisville, PA 19067 

Fedm-
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[E] 
CLS09140W5.06 

BILL SENDER 

Ship Date: 05JAN05 
Actual Wgt 1 LB 
System#: 2402709/INET2000 
Account#: S H•uuu 

REF: 631 
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Delivery Address Bar Code 

Page 1 of 1 

------------STANDARD OVERNIGHT THU 

TRK# 7928 1607 9336 FORM 
0201 

Deliver By: 
06JAN05 

PHL A2 

19067 -PA-US 

17 NXXA 

Shipping Label: Your shipment is complete 
1. Use the 'Print' feature from your browser to send this page to your laser or inkjet printer. 

2. Fold the printed page along the horizontal line. 

3. Place label in shipping pouch and affix it to your shipment so that the barcode portion of the label can be read and scanned. 

Warning: Use only the printed original label for shipping. Using a photocopy of this label for shipping purposes is fraudulent 
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DATE: 12l 5r/o '--f; 

PAGES (including 
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COMMENTS: 

THE INFORMATION CONTAINED IN THIS FAX MESSAGE IS INTENDED ONLY FOR THE PERSONAL AND 
CONFIDENTIAL USE OF THE RECIPIENT($) NAMED ABOVE AND BELONGS TO CEPHALON, INC. 
This message may contain infonmation that is privileged, confidential and exempt from disclosure under applicable law. If the reader of this 
message is not the Intended recipient, or an agent responsible for delivering it to the intended recipient, you are hereby notified that you have 
received this document in error and that any review, dissemination, distribution, or copying of this message is strictly prohibited. If you have 
received this communication in error, please notify us immediately by telephone, and return the original message to us by mail. Thank you. 
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Mr. Edward Hoey 
Cephalon, Inc. 
41 Moores Road 
Frazer, PA 19355 

Dear Mr. Hoey: 

As an accredited provider of continuing medical education for physicians, pharmacists and 
nurses, MediCom Worldwide has recently completed a comprehensive needs assessment to 
identify the educational needs of clinicians in physical medicine and rehabilitation practices 
to ,diagnose and treat chronic pain and improve functionality in their patient population. 

Based on the identified educational need, MediCom is requesting an educational grant from 
Cephalon, Inc. to support the development and implementation of a live satellite symposium 
at the 66 th American Academy of Physical Medicine and Rehabilitation (AAPM&R) 
Annual Assembly. 

These activities will focus on strategies for improving the treatment in patients with chronic 
pain in the rehabilitative setting. The budget to fund these activities is approximately 
$154,750.00. Please refer to the detailed budget section of this proposal for complete grant 
funding details. 

These scientific events will comply with all ACCME, FDA, AMA, and ACPE regulations for 
industry supported professional continuing education, MediCom Worldwide is accredited by 
the Accreditation Council for Continuing Medical Education to sponsor continuing medical 
education for physicians, approved by the Accreditation Council for Pharmacy Education to 
provide pharmacy continuing education, and approved by the California State Board of 
Registered Nursing to provide nursing continuing education. 

Thank you, in advance, for your consideration of this request. Should you agree to provide 
funding for this project, Letters of Agreement will be forwarded to you as soon as possible. 

Respectfully, 

Joan Meyer RN, MA 
Executive Director, Continuing Education 

MediCom Worldwide, Inc. • 101 Washington Street • Morrisville, PA 19067 
215-337-9991 
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PROGRAM SUMMARY 

Program Summary 

MediCom is proposing to coordinate the program development and implementation of a 
live satellite symposium at the 66th American Academy of Physical Medicine and 
Rehabilitation (AAPM&R) Annual Assembly, October 27-30, 2005, to be held in 
Philadelphia, Pennsylvania. 

Title: Current Practices and Future Perspectives in the Management of 
Chronic Pain 

Topic: The decade that began January 1, 2001 has been declared by Congress as 
the Decade of Pain Control and Research. By establishing this awareness of 
the need for care of people with pain, the goal of private and public sectors 
efforts is to improve the state of pain care research, education, and clinical 
care by the year 2010. 

This symposium will provide an update on the status of the Decade of Pain 
Control and Research to include an overview of the developments since the 
decade began, the key issues of current therapies, and the opportunities for 
improved pain management as a goal by the decade's end. The Faculty 
presentations will cover detailed discussion of the physiology of pain, types of 
pain, including types of breakthrough pain, and pharmacologic therapies 
utilized in pain management in order to allow for improved restoration of 
function through rehabilitation. The impact of pain as a barrier in rehabilitation 
and alternative approaches to managing pain in the rehabilitative setting will 
also be addressed. 

Presentation topics and faculty members were selected based on suggestions 
made by Thought Leaders in pain management including Ors. Scott Fishman, 
Richard Payne and Russell Portenoy. 

Presentation Topics (Learning Objectives): 

• Cha.irman update on Decade of Pain 

• Identify recent therapeutic advances for patients with chronic pain. 

• Discuss the impact of pain as a barrier in rehabilitation. 

• Identify emerging therapeutics used to improve restoration of function by 
managing chronic and breakthrough pain. 

• Outline alternative approaches to managing pain in the rehabilitative setting. 
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Proposed Faculty Suggestions: 

Daniel B. Carr, MD 
Medical Director, Pain Management Program 
Professor of Pain Research 
Departments of Anesthesia and Medicine 
New England Medical Center 
Boston, Massachusetts 

John F. Dombrowski, MD 
Interim Director 
Pain Management Center 
Georgetown University Hospital 
Washington, DC 

Michel Y. Dubois, MD 
Director, Pain Management Center 
Professor, Department of Anesthesiology 
New York University Medical Center 
New York, New York 

John T. Farrar, MD 
Adjunct Assistant Professor of Epidemiology 
Department of Biostatistics and Epidemiology 
Adjunct Assistant Professor of Anesthesia 
Department of Anesthesia 
University of Pennsylvania School of Medicine 
Philadelphia, Pennsylvania 

Bill McCarberg, MD 
Director, Chronic Pain Management Program 
Kaiser Permanente 
San Diego, California 

Edwin A. Salsitz, MD 
Medical Director of Office-Based Opioid Therapy 
Department of Medicine 
Beth Israel Medical Center 
New York, New York 

Steven P. Stanos, DO 
Medical Director 
Chronic Pain Care Center 
Rehabilitation Institute of Chicago 
Instructor, Physical Medicine and Rehabilitation 
Northwestern University Medical School 
Chicago, Illinois 
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CE Provider: 

Format: 

Total Budget: 

MediCom Worldwide is a fully accredited provider of: 

• CME credit for physicians by the Accreditation Council for 
Continuing Medical Education . Each activity will be approved for a 
maximum of 1.5 category 1 credit toward the AMA Physician's 
Recognition Award 

• CPE credit for pharmacists by the Accreditation Council for 
Pharmacy Education. Each activity will be approved for 1.0 
(0.1CEU) for Continuing Pharmacy Education 

• CNE credit for nurses by the California State Board of Registered 
Nursing. Each activity will be approved for 1.0 Contact Hours. 

Live satellite symposia to be offered in conjunction with AAPM&R 
55th Annual Assembly. 

$154,750.00 
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MediCom Worldwide, Inc. 

NEEDS ASSESSMENT 

Needs Assessment 

Chronic pain is the third leading cause of physical impairment in the United States, 
preceded by cancer and heart disease. Affecting 80 million Americans, chronic pain is 
often a barrier in rehabilitation settings where clinicians strive to restore function 
in their patients. 1 

Enhanced knowledge of pain assessment and available therapies is necessary for 
clinicians in physical medicine and rehabilitation to appropriately manage pain and help 
patients overcome functional limitations. An understanding of recent and emerging 
therapeutic advances, as well as alternative approaches to pain management can help 
these clinicians. Education is required to optimize the assessment and management of 
pain through the enhanced understanding of these therapeutic strategies. 

To address this educational need, MediCom proposes to enhance the knowledge of this 
audience whose focus is to restore function in the patients they care for with acute and 
chronic pain, and breakthrough pain. The live satellite symposia will include 
presentation of three didactic lectures followed by question and answer session with 
these leading clinical experts. 

Literature Review 

The congressional declaration of this present decade as the "Decade of Pain Control 
and Research" and the acknowledgement in January 2001 by the Joint Commission of 
Healthcare Organizations of pain as the fifth vital sign" reflects the significance of this 
public health issue in the United States. The cost to the health care system, and the 
devastating effect on the patients' quality of life are important issues when considering 
the magnitude of this problem. Pain is the number one cause of adult disability in the 
United States, affecting one in three people-about 50 million Americans2 The 
mechanisms of underlying pain symptoms, especially chronic and neuropathic pain have 
been the topic of research and has increased the understanding of the function of the 
neurological system over the last few years. 3 Treatment can be less than optimal for pain 
and a continued need to help patients effectively manage the type pain they are 
experiencing is one of the many hopeful outcomes for this decade and beyond. 

Clinicians who provide rehabilitative services help patients to achieve an optimal level of 
functioning, self-care, self-responsibility, independence, and quality-of-life. Achieving 
the patient's optimal level of functioning includes providing rehabilitative services, which 
aim to minimize symptoms, exacerbation of chronic illnesses, impairments, and 
disabilities. Assessment of the patient's physical, cognitive, behavioral, communicate, 
emotional, and social status identifies factors that may affect attainment of rehabilitative 
goals. Some problems may include developmental disabilities, physical impairments 
and disabilities, and pain interfering with optimal level of function or participation in 
rehabilitation.4 According to a recent study published in the American Journal of Physical 
Medicine & Rehabilitation, "Rehabilitation Hospital Staff Knowledge and Attitudes 
Regarding Pain", no previously published studies exist that document pain-related 
knowledge, attitudes, or educational needs of clinical staff in a rehabilitative hospital. 
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The purpose of this study was to obtain information to aid in the development of an 
institutional pain care improvement plan. Results of the survey showed that 
rehabilitation hospital staff rates their own lack of education about pain management as 
one of the chief barriers to effective pain management. This lack of education may 
ultimately lead to undermining the rehabilitative process for patients who do not benefit 
from proper pain management. 5 

In the rehabilitative setting, clinicians need to address of variety of types of pain 
experienced by patients. Chronic, nonmalignant pain is a pernicious problem that is 
often concomitant with many injuries and disease states. Under treated, chronic pain 
can be a physical, social, mental, and economic burden on patients especially for those 
whose functionality is already compromised. Chronic pain can have an adverse impact 
on physical and psychosocial functioning and exacerbate impairments already present 
due to a chronic, disabling condition. The impact of chronic pain in neurorehabilitation 
populations requires continued research to truly understand the need for effective 
interventions to manage pain and disability for these patients. 6 In addition to chronic 
pain, patients in this population experience breakthrough pain, a common phenomenon 
in the pain clinic and in the general medical and surgical patient population.7•

6 Types of 
breakthrough pain include incident, idiopathic and end of dose pain. It is usually 
associated with moderate to severe pain and may be a predictor of poor response to 
treatment with routine pharmacotherapy. Breakthrough pain is a marker for both 
functional impairment and psychological distress. Clinical considerations include pain 
intensity, frequency, and duration. Breakthrough pain occurs in many settings including 
hospitals, hospice, nursing homes, emergency rooms, home care, and in rehabilitative 
settings. Improved pain control is important for all patients. In the rehabilitative setting, 
it is especially important to help patients overcome the obstacle of pain, which could 
hinder restoration of function. 
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PROGRAM OVERVIEW 

Intended Audience 

This Current Practices and Future Perspectives in the Management of Chronic Pain 
series is intended for physiatrists, residents, and allied health care professionals in 
physical medicine and rehabilitation practices. 

Post-Activity Feedback 

Course evaluation forms will be required of all participants who seek to receive 
continuing education credit. MediCom will summarize the information collected from 
these forms in a formal report to evaluate program effectiveness. 

Participants will evaluate the following as excellent, good, fair, or poor. 
1. Overall content 
2. Faculty teaching effectiveness 
3. Format 
4. Audio/ visual quality 

Participants will also respond to the following questions: 
1. How well did the program achieve its educational objectives? 
2. Do you feel that the program material was useful and practice-oriented? 
3. Do you feel that the information provided in this educational activity will aid in 

improving patient care in your practice? 
4. Do you feel that fair balance was maintained for all therapeutic options? 
5. Would you participate in future educational activities? 
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MediCom Worldwide, Inc. 
101 Washington Street 
Morrisville, Pennsylvania 19067 

Clinical Dialogues in Pain Management 

2005 AAPM&R Satellite Symposium 
Projected Budget Estimate 

Program Parameters 
Topic 

Faculty 

Symposium Attendees 
Direct mall Invitations to health care professionals 

Supplemental save-the-date cards for secondary recruitment 

Cost Summarv 

Approximate Total, Direct Expenses 

Total, Indirect Expenses 

Cost of 2005 AAPM&R Satellite Symposium 

Approval Signature 

$ 
$ 

$ 

Date: April 25, 2005 
Job Number M00573 

1 
3 

275 
2500 
2000 

77,425 

77,325 

154,750 

Date 

Note: no work may begin until MediCom receives, via email or fax, this approval with signature 
and date 
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MediCom Worldwide, Inc. 
101 Washington Street 
Morrisville, Pennsylvania 19067 

Clinical Dialogues in Pain Management 
2005 AAPM&R Satellite Symposium 

Projected Budget Estimate 

Direct Expenses; Aooroximate 
AAPM&RFee 

Direct mall invitations, mail services, postage 
Direct mail invitations, mailed to registered meeting attendees; includes printing, assembly, mail 
services and postage. Postage estimated at $0.37 per direct mail piece 

Direct mail list purchase 
Supplemental Invitations for secondary recruitment 

Includes printing of save-the-date cards for use by association as secondary recruitment materials 
Invitation door-drop/advertisement fee 
Participant handouts 

Includes printing of participant workbook; will include accreditation information, s~raphical 
and disclosure information, agenda, and symposium graphics Ce, 0 , \ 

Posters; quantity: 3 ; 2 scroll signs; tent cards; podium sign 
Faculty expenses 

Honoraria 
Travel 
Accomodations 
Ground transportation 

Catering 
Audio/visual services 
MediCom expenses 

Air travel (Local no air expense) 
Accomodations (Local no expense) 
Meals (includes faculty dinner) 
Ground transportation 
OOP 

Shipping/Fed Ex 
Miscellaneous 

. Approximate Total, Me«ing Man.agement Dil'8(:t ~penses 

Indirect Expenses . 
MediCom pre-meeting coordination, registration 
Includes faculty recruitment, content coordination, medical writing, editing, site 
negotiation and coordination; database development and management 
MediCom on-site symposium registration, two MediCom staff 
Graphic design 
~ccreditation of program for CME, CPE, CNE 
Continuing Education participant certificates 
Administrative and accounting fees 
Project management 

Tota~lndirectExpenses 
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Date: April 25, 2005 
Job Number M00573 

10,000 

5,000 

2,500 

3,000 
4,800 

2,400 

8,000 
2,700 
1,500 

600 
27,500 
8,000 

500 
250 
75 

350 
250 

77,425 
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3,200 
2,500 
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MediCom Worldwide, Inc. 

Educational Grant 
Letter of Agreement 

Between Cephalon, Inc. 41 Moores Road Frazer, PA 19355 and MediCom Worldwide, Inc. 
("Provider") 101 Washington St. Morrisville, PA 19067. 

Title of Program: 
Live Symposia to take place at AAPM&R Conference 

Date, Location & Time of Program: 
October 2005 
Philadelphia, PA 

Provider has requested support for the above-named Program in the form of an educational grant 
in the amount of $154,750. It is the intent of this Agreement to ensure that the Program is 
conducted in a manner consistent with the Food and Drug Administration's Policy Statement on 
Industry Supported Scientific and Educational Activities, AMA Guidelines on Gifts to 
Physicians, and the Accreditation Counsel for Continuing Medical Education (ACCME) 

To that end, PROVIDER, Cephalon, Inc. agree as follows: 

1. Statement of Purpose: The Program is for scientific and educational purposes only and is 
not intended to promote a Cephalon, Inc. product directly or indirectly. 

2. Control of Content & Selection of Presenters & Moderators: The provider is ultimately 
responsible for the control of content and selection of presenters and moderators. 
Cephalon, Inc. agrees not to direct the content of the program. Cephalon, Inc. or its agents, 
may respond to requests initiated by Provider for suggestions of presenters or sources of 
possible presenters. Cephalon, Inc., or its agents will suggest more than one name (if 
possible); will provide speaker qualification; will disclose financial or other relationships 
between Cephalon, Inc., and speaker; and will provide this information in writing. 
Provider will, in its sole discretion, select presenters and moderators. 

3. Disclosure of Financial Relationships: Provider will direct speakers and moderators to 
disclose to the audience commercial support or funding or other significant financial 
relationships between the speakers and moderators and Cephalon Inc., and/or any other 
commercial company whose products are pertinent to the content of the presentation. 
Disclosure shall be made in writing in all instances when that is possible. Should disclosure 
occur verbally, such disclosure must be verified by written documentation in the activity 
file. Provider will disclose Cephalon, Inc. support at this program. 
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4. Involvement in Content: There will be no "scripting," emphasis, or direction of content 
by Cephalon, Inc. or its agents. 

5. Ancillary Promotional Activities: No promotional activities will be permitted in the same 
room or obligate path to the educational activity. No product advertisement will be 
permitted within the program or handout. Provider reserves the right to monitor, 
unannounced, any presentation to insure that standards are being met. The cost of such 
monitoring shall be the responsibility of Cephalon, Inc. 

6. Objectivity & Balance: Provider will make every effort to ensure that data regarding 
Cephalon, Inc. products (or competing products) are objectively selected and presented, 
with favorable and unfavorable information and balance discussion of prevailing 
information on the product(s) and/or alternative treatments. Provider will provide the 
opportunity for speakers and the audience to discuss information, both favorable and 
unfavorable, about the product(s) and/or alternative treatments. 

7. Limitations on Data: Provider will request the speakers, to the extent possible, to disclose 
limits on the data, e.g., that it involves ongoing research, interim analyses, preliminary 
data, or unsupported opinion. 

8. Discussion of Unapproved Uses: Provider will require that presenters disclose when any 
product mentioned during the program is not approved in the United States for the use 
under discussion or is still investigational. 

9. Opportunities for Debate: Provider will ensure meaningful opportunities for questioning 
by attendees and scientific debate with and between presenters. 

l 0. No party shall use the other party's or its affiliate's name or trademarks for publicity or 
advertising purposes without the prior written consent of the other party. 

11. Structure of Grant and Use of Funds: Funds should be in the form of an educational grant 
made payable to the provider organization (MediCom Worldwide, Inc .. ). No other funds 
from Cephalon, Inc. will be paid to the program director, faculty, or others involved with the 
program. Grant funds shall not be used to pay travel, lodging, registration fees, honoraria, or 
personal expenses for non-faculty attendees. At the conclusion of the program, the Provider 
agrees to deliver to Cephalon, Inc. a report concerning the expenditure of the funds provided. 

12. Regulatory Authority: Provider agrees to abide by the ACCME Standards for Commercial 
Support of Continuing Medical Education. Provider will acknowledge educational support 
from Cephalon, Inc. in program brochures, syllabi, and other program material Cephalon, Inc. 
agrees to abide by all requirements of the ACCME Standards for Commercial Support of 
Continuing Medical Education, and acknowledges receipt ofa copy of those standards. 

Payee: MediCom Worldwide, Inc .. 
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In Care Of: 
Address 

Tax ID.# 

Joan Meyer 
101 Washington St 
Morrisville, PA 19067 

233063738 

IN WITNESS WHEREOF, the parties have executed this Agreement as of the last of the 
respective dates below. 

Provider: 

Cephalon, Inc. 

Name (Print) 

Signature 
Title 
Date: 

Name (Print) 
Signature 
Title 
Date: 

Joan Meyer 

r¥ 
Executive Director 
April 25, 2005 
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Mr. Edward Hoey 
Cephalon, Inc. 
41 Moores Road 
Frazer, PA 19355 

Dear Mr. Hoey: 

As an accredited provider of continuing medical education for physicians, pharmacists and 
nurses, MediCom Worldwide has recently completed a comprehensive needs assessment to 
identify the educational needs of clinicians in physical medicine and rehabilitation practices 
to diagnose and treat chronic pain and improve functionality in their patient population. 

Based on the identified educational need, MediCom is requesting an educational grant from 
Cephalon, Inc. to support the development and implementation of a live satellite symposium 
at the aath 

American Academy of Physical Medicine and Rehabilitation (AAPM&R) 
Annual Assembly. 

These activities will focus on strategies for improving the treatment in patients with chronic 
pain in the rehabilitative setting. The budget to fund these activities is approximately 
$154,750.00. Please refer to the detailed budget section of this proposal for complete grant 
funding details. 

These scientific events will comply with all ACCME, FDA, AMA, and ACPE regulations for 
industry supported professional continuing education. MediCom Worldwide is accredited by 
the Accreditation Council for Continuing Medical Education to sponsor continuing medical 
education for physicians, approved by the Accreditation Council for Pharmacy Education to 
provide pharmacy continuing education, and approved by the California State Board of 
Registered Nursing to provide nursing continuing education. 

Thank you, in advance, for your consideration of this request. Should you agree to provide 
funding for this project, Letters of Agreement will be forwarded to you as soon as possible. 

Respectfully, 

Joan Meyer RN, MA 
Executive Director, Continuing Education 

MediCom Worldwide, Inc. • 101 Washington Street • Morrisville, PA 19067 
215-337-9991 

Page2 
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"' WORLDWIDE, INC: 

MediCom Worldwide, Inc. 
101 Washington Street 
Morrisville, Pennsylvania 19067 

Clinical Dialogues in Pain Management 

2005 AAPM&R Satellite Symposium 
Projected Budget Estimate 

Program Parameters 
Topic 

Faculty 

Symposium Attendees 
Direct mail invitations to health care professionals 

Supplemental save-the-date cards for secondary recruitment 

Cost Summarv 

Approximate Total, Direct Expenses 

Total, Indirect Expenses 

Cost of 2005 AAPM&R Satellite Symposium 

Approval Signature 

$ 

$ 

$ 

Date: April 25, 2005 
Job Number M00573 

1 
3 

275 
2500 
2000 

77,425 

77,325 

154,750 

Date 

Note: no work may begin until MediCom receives, via email or fax, this approval with signature 
and date 

Page 9 
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MediCom Worldwide, Inc. 
101 Washington Street 
Morrisville, Pennsylvania 19067 

Clinical Dialogues in Pain Management 
2005 AAPM&R Satellite Symposium 

Projected Budget Estimate 

Direct Exaenses; Aaoroximate 
AAPM&RFee 

Direct mail invitations, mail services, postage 
Direct mail invitations, mailed to registered meeting attendees: includes printing, assembly, mail 
services and postage. Postage estimated at $0.37 per direct mail piece 

Direct mail list purchase 
Supplemental invitations for secondary recruitment 

Includes printing of save-the-date cards for use by association as secondary recruitment materials 
Invitation door-drop/advertisement fee 
Panicipant handouts 

Includes printing of participant workbook: will include accreditation information, s~ea~ff biographical 
and disclosure information, agenda, and symposium graphics l,o , 0 , ~ ~ 

Posters; quantity: 3 ; 2 scroll signs; tent cards; podium sign 
Faculty expenses 

Honoraria 
Travel 
Accomodations 
Ground transportation 

Catering 
Audio/visual services 
MediCom expenses 

Air travel (Local no air expense) 
Accomodations (Local no expense) 
Meals (includes faculty dinner) 
Ground transportation 
OOP 

Shipping/Fed Ex 
Miscellaneous 

MediCom pre-meeting coordination, registration 
Includes faculty recruitment, content coordination, medical writing, editing, site 
negotiation and coordination; database development and management 
MediCom on-site symposium registration, two MediCom staff 
Graphic design 
Accreditation of program for CME, CPE, CNE 
Continuing Education par11clpant cenlflcates 
Administrative and accounting fees 
Project management 

Page 10 

$ 

$ 

$ 

$ 
$ 

$ 

$ 

$ 
$ 
$ 

$ 
$ 

Date: April 25, 2005 
Job Number M00573 

10,000 

5,000 

2,500 

3,000 
4,800 

2,400 

8,000 
2,700 
1,500 

600 
27,500 
8,000 

$ 500 
$ 250 
$ 75 
$ 350 
$ 250 

$ 

$ 

$ 

$ 

$ 
$ 

35,000 

3,200 
2,500 

10,000 
4,125 
9,500 

13,000 
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Cephalon, Inc. 

41 Moores Road 
P. O. Box 4011 

Frazer, PA 19355 

Confidential 

October 5, 2005 

Joan Meyer RN, MA 
Executive Director Continuing Education 
MediCom Worldwide, Inc. 
101 Washington Street 
Morrisville PA 19067 

Re: Revised Letter of Agreement (LOA) for live symposium for AAPM & R 66th annual 
meeting. · 

Dear Ms Meyer, 

Enclosed please find a revised copy of MediCom Worldwide's Medical Education 
Agreement for a live symposium to take place at the AAPM & R conference being held 
October 27, 2005 in Philadelphia, PA. This new Letter of Agreement (LOA) is being 
sent to you, per your request, after your communication from the AAPMR in which they 
expressed concerns about the ACTIQ (oral transmucosal fentanyl citrate) [C-II] Risk 
Management Program language contained in the original. To satisfy this concern we 
have agreed to make an exception in this instance and provide the new LOA with the 
ACTIQ language removed. 

Please be assured that we are in no way encouraging anyone to include ACTIQ in the 
program, however if it is, the following language is meant to ensure that those physicians 
responsible for developing content are aware of some important aspects of the ACTiQ 
Risk Management Program (RMP). The RMP includes safety messages that are essential 
to the safe use of this product. They are: 

• ACTIQ is indicated only for the management of breakthrough cancer pain in 
patients with malignancies who are already receiving and who are tolerant to 
opioid therapy for their underlying persistent cancer pain. 

• ACTIQ is contraindicated in the management of acute or postoperative pain, 
because life-threatening hypoventilation could occur at any dose in patients not 
taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 
• Patients considered opioid tolerant are those who are taking at least 60 mg 

Morphine/day, 50 mcg transdermal fentanyl/hour, or an equianalgesic dose of 
another opioid for a week or longer. 

• Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep all units 
from children and discard properly. 

• ACTIQ is intended to be used only in the care of cancer patients and only by 
oncologists and pain specialists who are knowledgeable of and skilled in the use 
of Schedule II opioids to treat cancer pain. 

TEVA_MDL_A_01852809 
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If you have any questions, please feel free to contact me at 610-883-5505. 

Confidential 

Scienti 1c Communic 
Cephalon, Inc. 

Enclosure: 

, MBA 
ager - Pain Medicine 

MediCom Worldwide, Inc. Educational Grant Letter of Agreement 

Cephalon, Inc. 

41 Moores Road 

P. O. Box 4011 

Frazer, PA 19355 
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MediCom WORLDWIDE, Inc. 

Educational Grant 
Letter of Agreement 

Between Cephalon, Inc 41 Moores Road Frazer, PA 19355 and MediCom Worldwide, Inc. 
("Provider") 101 Washington St. Morrisville, PA 19067. 

Title of Program: 
Live Symposia to take place at AAPM&R Conference 

Date, Location & Time of Program: 
Oct 2005 
Philadelphia, PA 

Provider has requested support for the above-named Program in the form of an educational grant 
in the amount of $154,750. It is the intent of this Agreement to ensure that the Program is 
conducted in a manner consistent with the Food and Drug Administration's Policy Statement on 
Industry Supported Scientific and Educational Activities, AMA Guidelines on Gifts to 
Physicians, and the Accreditation Counsel for Continuing Medical Education (ACCME) 

To that end, PROVIDER, Cephalon, Inc agree as follows: 

1. Statement of Purpose: The Program is for scientific and educational purposes only and is 
not intended to promote a Cephalon, Inc. product directly or indirectly. 

2. Control of Content & Selection of Presenters & Moderators: The provider is ultimately 
responsible for the control of content and selection of presenters and moderators. 
Cephalon, Inc. agrees not to direct the content of the program. Cephalon, Inc. or its 
agents, may respond to requests initiated by Provider for suggestions of presenters or 
sources of possible presenters. Cephalon, Inc., or its agents will suggest more than one 
name (if possible); will provide speaker qualification; will disclose financial or other 
relationships between Cephalon, Inc. , and speaker; and will provide this information in 
writing. Provider will, in its sole discretion, select presenters and moderators. 

3. Disclosure of Financial Relationships: Provider will direct speakers and moderators to 
disclose to the audience commercial support or funding or other significant financial 
relationships between the speakers and moderators and Cephalon Inc., and/or any other 
commercial company whose products are pertinent to the content of the presentation. 
Disclosure shall be made in writing in all instances when that is possible. Should disclosure 
occur verbally, such disclosure must be verified by written documentation in the activity 
file. Provider will disclose Cephalon, Inc. support at this program. 

12/99 
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4. Involvement in Content: There will be no "scripting," emphasis, or direction of content by 
Cephalon, Inc. or its agents. 

5. Ancillary Promotional Activities: No promotional activities will be permitted in the same 
room or obligate path to the educational activity. No product advertisement will be 
permitted within the program or handout. Provider reserves the right to monitor, 
unannounced, any presentation to insure that standards are being met. The cost of such 
monitoring shall be the responsibility of Cephalon, Inc. 

6. Objectivity & Balance: Provider will make every effort to ensure that data regarding 
Cephalon, Inc. products (or competing products) are objectively selected and presented, 
with favorable and unfavorable information and balance discussion of prevailing 
information on the product(s) and/or alternative treatments. Provider will provide the 
opportunity for speakers and the audience to discuss information, both favorable and 
unfavorable, about the product(s) and/or alternative treatments. 

7. Limitations on Data: Provider will request the speakers, to the extent possible, to disclose 
limits on the data, e.g., that it involves ongoing research, interim analyses, preliminary data, 
or unsupported opinion. 

8. Discussion of Unapproved Uses: Provider will require that presenters disclose when any 
product mentioned during the program is not approved in the United States for the use 
under discussion or is still investigational. 

9. Opportunities for Debate: Provider will ensure meaningful opportunities for questioning 
by attendees and scientific debate with and between presenters. 

10. No party shall use the other party's or its affiliate's name or trademarks for publicity or 
advertising purposes without the prior written consent of the other party. 

11. Structure of Grant and Use of Funds: Funds should be in the form of an educational grant 
made payable to the provider organization (MediCom Worldwide, Inc.). No other funds from 
Cephalon, Inc. will be paid to the program director, faculty, or others involved with the 
program. Grant fonds shall not be used to pay travel, lodging, registration fees, honoraria, or 
personal expenses for non-faculty attendees. At the conclusion of the program, the Provider 
agrees to deliver to Cephalon, Inc. a report concerning the expenditure of the funds provided. 

12. Regulatory Authority: Provider agrees to abide by the ACCME Standards for Commercial 
Support of Continuing Medical Education. Provider will acknowledge educational support 
from Cephalon, Inc. in program brochures, syllabi, and other program material Cephalon, Inc. 
agrees to abide by all requirements of the ACCME Standards for Commercial Support of 
Continuing Medical Education, and acknowledges receipt of a copy of those standards. 

12/99 2 
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Payee: MediCom Worldwide, Inc. 

In Care Of: Joan Meyer 
Address 101 Washington St 

Morrisville, PA 19067 

Tax ID.# 233063738 

IN WITNESS WHEREOF, the parties have executed this Agreement as of the last of the 
respective dates below. 

Provider: 

Cephalon, Inc 

Name (Print) 

Signature 
Title 
Date: 

Joan Meyer -- J ; 
~)d.,~~t/J/1/ 
Executive ~irector -y- - 0 
April 25, 2005 

12/99 3 
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EDUCATIONAL GRANT DRAFT REQUEST 

The attached material has been reviewed and is approved: 

Payee: MediCom Worldwide 

Amount: $154,750 

Type of Program: American Academy of Physical Medicine and Rehabilitation Annual 
Assembly 

Submitted for Review: June 20, 2005 

DEPARTMENT NAME SIGNATURE DATE 

Scientific Communications Rod Hughes 

Medical Affairs Kiumars Vadiei 

Legal & Government Ed Berg 

Return to: Candice McCarthy 35663 - Scientific Communications /) 
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MEDICAL EDUCATION AGREEMENT 

As a condition of Cephalon, Inc's contribution of funds to support an independent 
medical education program (with or without CME credits), the Scientific and Educational 
Activity provider agrees to the following terms and conditions: 

This Agreement ("Agreement") is entered into as of June 27, 2005 by and 
between Cephalon, Inc. ("Cephalon") and MediCom Worldwide, Inc. ("Provider") 
regarding a medical education program sponsored by Cephalon entitled "Current 

Practices and Future Perspectives in the Management of Chronic Pain" to be held from 
October 27-30, 2005 . The parties' mutual objectives are to provide a balanced, 
independent, scientifically rigorous program to promote the education of attendees. 

1. Statement of Purpose. This program is for scientific and educational purposes 
only and not to promote any commercial drug products. 

2. Control of Content and Selection of Presenters and Moderators. The provider 
is ultimately responsible for the control of content and selection of presenters and 
moderators. Cephalon .or its agents may respond to requests initiated by the provider for 
suggestions of presenters or sources of possible presenters. Cephalon will suggest more 
than one name (if possible); will provide speaker qualifications; will disclose financial or 
other relationships between Cephalon and speaker; and will provide this information in 
writing. Provider will seek suggestions from other sources, and will, in its sole discretion, 
select presenters and moderators. 

3. Disclosure of Financial Relationships. Provider will direct speakers and 
moderators to disclose to the audience commercial support or funding or other significant 
financial relationships between the speakers and moderators and Cephalon and/or any 
other commercial company whose products are pertinent to the content of the 
presentation. Provider will disclose Cephalon's support at this program. 

4. Involvement in Content. There will be no "scripting," emphasis, or influence 
on content by Cephalon or its agents. However, Cephalon may provide technical support 
to speakers, e.g., furnishing slides or data, upon their request. 

5. Ancillary Promotional Activities. No promotional activities will be permitted 
in the same room as, or in the obligatory path to, the educational activity. No product 
advertisements will be permitted within the program or handouts. 

6. Objectivity and Balance. Provider will advise presenters that data regarding 
Cephalon products (or competing products) are to be objectively selected and presented. 
Provider will provide the opportunity for speakers and the audience to discuss 
information, both favorable and unfavorable, about the product(s) and/or alternative 
treatments. 

I:\Scientific Communications\CME\CMEO I \MedEd Agreement (ACTIQ) Revised.doc 
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to disclose limits on the data, e.g., that it involves ongoing research, interim analyses, 
preliminary data, or unsupported opinion. 

8. Discussion of Unapproved Uses. Provider will request that presenters disclose 
when a product is not approved in the United States for the use under discussion. 

9. ACTIQ Risk Management Program. Provider is aware that ACTIQ® (oral 
transmucosal fentanyl citrate) [C-II] was approved subject to a Risk Management 
Program (RMP). The RMP includes key safety messages that are essential to the safe use 
of this product. They are: 

• ACTIQ is indicated only for the management of breakthrough cancer pain in 
patients with malignancies who are already receiving and who are tolerant to 
opioid therapy for their underlying persistent cancer pain. 

• ACTIQ is contraindicated in the management of acute or postoperative pain, 
because life-threatening hypoventilation could occur at any dose in patients not 
taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 
• Patients considered opioid tolerant are those who are taking at least 60 mg 

Morphine/day, 50 mcg transdermal fentanyl/hour, or an equianalgesic dose of 
another opioid for a week or longer. 

• Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep all units 
from children and discard properly. 

• ACTIQ is intended to be used only in the care of cancer patients and only by 
oncologists and pain specialists who are knowledgeable of and skilled in the use 
of Schedule II opioids to treat cancer pain. 

10. Opportunity for Debate. Provider will ensure opportunities for questioning by 
attendees and scientific debate with and between presenters. 

11 . Independence of Provider in the Use of Contributed Funds. 

(a) funds should be in the form of an educational grant made payable to the 
provider organization. 

(b) Provider must be advised of all other support by Cephalon of the CME 
activity (e.g., distributing brochures, preparing slides). If Provider disapproves of this 
activity, it shall promptly notify Cephalon. 

(c) no other funds from Cephalon will be paid to the program director, faculty, 
or others involved with this CME activity, e.g., additional honoraria. 

12. General. 

I:\Scientific Communications\CME\CMEO I \MedEd Agreement (ACTIQ) Revised.doc 
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(a) Cephalon agrees to abide by all requirements of the ACCME Standards for 

Commercial Support of Continuing Medical Education. and acknowledges receipt of a 

copy of those standards. 

(b) Provider agrees to: (1) abide by the ACCME Standards for Commercial 

Support of Continuing Medical Education; (2) acknowledge educational support from 

Cephalon in program brochures, syllabi, and other program materials; and (3) upon 

request, furnish Cephalon with a report concerning the expenditure of the funds provided 

by Cephalon. 

IN WITNESS WHEREOF, the parties hereto have executed this Agreement as of 

the day and year first above written. 

MEDICOM WORLDWIDE, INC. CEPHALON, INC. 

By: 
Nam-e:--tt---,..,,~hrr~"117.;::7':--- By:~ 

Name~hes 

Title: -=~-q.+.ILIL.l.."4-:,11-A"'-"".....,_ __ Title: Vice President Scientific Communications 

rGDED 
LEGAL DEPT 

l:\Scientific Communications\CME\CMEO I \MedEd Agreement (ACTIQ) Revised.doc 
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1~Cephalon 
ACCOUNTS PAYABLE CHECK REQUEST 

PAYEE NAME: 

ADDRESS: 

INVOICE NUMBER: 

INVOICE DATE: 

DUE DATE: 

MediCom Worldwide 

101 Washington Street 

Morrisville, PA 19067 

10103102 

6/29/2005 

upon receipt 

P.O. NUMBER (if applicable): 

8 
DESCRIPTION: Medical Education grant for live symposia in conjunction with AAPM&R 

to be held October 2005 

G/L ACCOUNT NUMBER DEPARTMENT 
440 

Prepared By: 
Extension: 

Department Number: 

Approved By: 

Candice McCarthy 
35663 

440 

Rod Hughes, PhD 

PROJECT 
Educational Grant 

payment 

TOTAL: 

Print Approvers Name: Vice President Scientific Communications 

Approvers Title: 

$1s'-l 7so.oo 

*******-lrrlt1rlr* Mark here if the check is to be picked up by the preparer: □ ************* 

Please note: If there is any documentation to be mailed along with the payment, 

please attach a copy in addition to the copy for Accounting's records 

Accounting Use Only: 

Batch Number: ______ _ 

Voucher Number: _ _ ____ _ 

Entry Date: 

6/29/2005 

Confidential TEVA_MDL_A_01852819 
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MEDICOM WORLDWIDE, INC. 

101 WASIBNGTON .STREET 
MORRISVILLE, PA 19067 

Bill To 

Cephalon. Inc. 
Attention: Candice McCarthy 
41 Moores Road 
Fraz.er, PA 19355 
Fax:610-883-5578 

Quantity Description 

P.O.No. 

LNE SYMPOSIA IN CONJUCTION WI1H AAPM&R TO BE HELD OCT 2005 
PHHADELPHIA, PA 

Thank you. 
Federal Tax ID 23-3063738. 

Confidential 

Invoice 
Date Invoice# 

6/29/2005 10103102 

··-

Terms Project 

UPON RECEIPT 03-XXX-F-002-M00573 

Rate Amount 

154,750.00 154,750.00 

I Total $154,750.00 

TEVA_MDL_A_01852820 
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EDUCATIONAL GRANT APPROVAL FORM. 

The attached material has been reviewed and is approved: 

Payee: MediCom Worldwide Inc 

Amount: 366,210 

Type of Program:A$PMN sym.posium and edm:ing materials 

Submitted for Review: 10/26/06 

1 DEPARTMENT NAME SIGNATURE 

Scientific Com1nunications Rod Hughes 

Medfoal Affairs Khunars Vadiei 

Legal & Government Eric Siegel 

PleaseRetum to: Kimber,:titus 867'6 - Scientific Communications 

'i.?~537 

DATE 

NOV O 8 2006 

TEVA_MDL_A_01855189 
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.El>UCATI:ONAL GRA~'I'R.EQ!EST 
(Sdentific.· Commu:nications ..• Sign~off•.Sheet) 

Submissionto Committee Date: L0/26106 .. Grantl'racking # 404 Ammn1t: $366\.210 

NOTE: •Submission must bg·$0 days prlr:1r to program date 
•Grant Ttackfng# ifapplicable 
•Granrrequestmusr be s.ulrmtuedon provider letterhead 

Educational ·Erovider Name: Medi Cont Worldwide Inc 

Street Address: l Ol Washington St. 

Accredited ( CME/CE) cgjYes 

City:. MorrisviHe 

R(pgrn1l1 title: ASPlMN sv1,n o~iumand edttring materials 

Start Date; Marcl1. l, 200 -Oct.. 31. •20.08 
Loc.ation: ___ . 

Is Cephalon the only ~ponsor of program: 

Zip: 19067 

Type of Program(chooseall•tbat apply): [81Nat'l $yu1posia OteJeconference (g]Print 

OOrailffR.ounds t81Website 

0Regfon:a1 or Local Meeting 

WHl Grant SupportEndµriug Materials: [8:JYes []No 

Was Ce,phalon Involved in· the QrantR.e.quest to Date? <OYes i:2JNo 

If Yes, describe: 

Will Cephalon have future Involvement? QYes ~No 

If Yes, describe: 

Martager§ignature: ~ . 

PrfntNa111e: Bhav:alSha.hB·eH, Ph.El 

Director/Sr. Director Signature: •=--~--+-"""' 

.Print Name: 

GRANTCOMlv!ITTEE APPROVAL []Yes □No Date: 
If no,. state reason: 

!EDVDICD~ROW 

OOther: 

For Budge~ru:y PurposesQtlly-- Ptt1duct:. (Check.One) 
[8JActiq []Gabitril OProvigU .DTrise-nox: 0Vivitrot00ther: - ~---- - -~- ~-

I 
I 
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To: 

From: 

Date: 

Re: 

LegaLDepartment - Archives 

K.imberTitus x:.86766 

December 7,. 2006 

CeptialQn, lne-
4 t Moores Road 
Ft~ier, PA 1113'fi6 

lei .eto.$44,0200 
fax 610.344.0065 

www.oepllaton,com 

Fully-Executed. Agreemen:t(s) for .Atchivingin Central Files 

l have attached hereto a fully executed agreementfor archiving in CentratFiles. 

I have completed the checklist befowinpreparation for archiving.in Central Files: 

~. An autbodzed Cephalon officer bas signed theagreement(s) (at the level o:f Vice •·President or 

above. lf this is fl CDA, a.Dire~tor or Seni.9r Uir~ctor maybe a11thodze<l Jo. sign if a valid 

Delegation.of Authority·to sign CD.A.sis on file in theLegalDeparonent). 

l;gj The agreement(s) is fu.Uy executed by both parties and both originalsigna:tures are attached. 

[8:l The signature. page contains the Legal Department ijpprovalgtanlp; w.hich signifies thatthe 

agreeme:nt(s) was routed to Leg&.l ·for review and approval priorto ·signature. 

Thank:you! 

TEVA MDL A 01855191 - - -
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www.cepl1iafori.com 
Ce:phalon, Inc. 
Al MMres Road 

Bbx 401 l 

Fta;:ef. PA l 9355 

pr;~.n-~ ·e-ro~34:4:: _:_2,Xf 
Fa:.:. _ :_B 1(t._::~~4 .1)(16.5 

INDEPENDENT EDUCATIONAL.PROGRAM(?IEP'1) GRANT AGREEMENT 

This Agreemenfjs ent~red into 1.1s of thls 20th day of Np"ember, .. 200§ by and 

between Cephalqo {''CepA~i~~"), 199,ted ~t 4l MQpr,s RQ~dt pos:t.C>ffice Bpir4011, 
Frazer, ·PA l9355, ·•· an~ Medi~B,m wortowide, <Inc. ("IEP Provider''") •·•• located at 101. 
Washington Street, Momsvilte. PA 19067'. 

WHEREAS, Ceph;;tlon has reviewed IEP Provider's grantreque$t• to • support a 
medical educati'on program ("Program"); and 

WHEREAS, Ceph~IOfl ha$ d~temieiri~d tha~ t~ •• Pn:mram has1 the po.tential to 
significantly further medical knowledge and improve !Pa.fientca:re:; .and 

WHEREAS •...• it •Is•·•·•th~ .Jntent ..• ot· tbe .. Jpirties•·•t~ •···•·ensure .... tillat•th, ... Prog,r~ro. .. will· be 
independent, o.l>Jective,,.balan9ed ..• and·· ,cj~ntifica.H)'rlgoro1.1s, . so ·• th<ltjt·wHl••.•f10t•· be · viewed 
by the United States food andDrt19.A9ministrario:n. ("f'E)A") as promotional and that 
Cephalon wm not•b~ viewed as tespons:ibi!e for its content; and 

WHEREAS,. Cephalon a:grees to provide funding for the Program ,under 4he 
conditions sefforth below. 

NOW THEREFORE, IEP Provider and. Cephalon agree to the fo:llowing terms 
under this Agreement; 

1.. Title Of prograrn. The . IEP Js entitled, ASPl\.4,t-1 Symposium and Enduring 
Materials and a c0py otthe gra,ot reqUe!itfor theJ?ro.gramJs aijacrb€Jd hereto as 
Exhibit A. 

2. Jype of Program. The Program is: 

X·accredlted.(Etg., continuingmedi~a,li •• educaUon.or•"CME");•or 
_ an independent program Where CE credits wiltnof'be offered. 

3. IEP Provider .• . The l!EP Provider is the foUowing type ofentity: 

_x_ Aoc::redlt.ed continuing medical .educatfon provider 
_ .UniversitytH0$pita1 
_ ·_· · Professional O~ganlzation 
_ Medica!I Education Company 

4. Educati9ni!i)PartnE>r, . The H:P Pro-Jid~r •....• shaU •. •· X shall not use. a third party 
that wIILprovide.asslstance in ·support of the Program ("Educ;1:1tionat.Partne.r"). 
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5, EduCf.f.tional Compooents ,, The expected . cortrlpomu1t.$ of .. the Program (e.,g., 
numper of live meetings; CD ROM, web~basedi, etc.) are as follows.~ 

(a) · . . ·· •.·. . • •· . 
(b) 
(c) lament in ASPMN 

. 6, Program Purpos~ . .. The program is· for scientific ~nd el:it.ica:tional purposes only 

and •• is npt in1~tltfred .JC> PF911'10ttl a .... 9eptl9!lon product: direcHy or indi:rectly. The 
Program is not a repe·atpe:rform-anoe ofa prior ptc!grarn .. 

7. GrantAmount. Funding ~ngements. 

(a) ·· Cet>11aJon ·. wHl . provld~ support for .. the P1rogram by rnea.ns . an 
,educationatgrant in Jhe total amount . ot §366.210•, ;; If the Program is 

canceled·••Or•termlniated•·.· priQr•••to .••.•. ~mpl,tion •.•••• 1epipro\tider.$hall·••rl?tum·•the 
grant, or any unused p~ftion thereof.Jo ~phaJonwlthlnJhirty{30) days of 

sucb •.. ttarrnine1tion .. (.);[ ~l'lcelI11mg11. ;; JEP f)rovider. shalt .have full 
resp<>nsibilitY for ~u· fl]~~•ng, ·•• i;l.'rrangfl'rri~nts .. 9f ·the• pr-0911am, ·· in9.luding any 
funding.,o be :provid~.toJEPProvider's, l:ducatronal Partner. Pttyment .of 
the. gI-aintshaU be made in ac~rdari~ ·\\l'ith ,schedute. agre(;}d to by •the 
parties. I\U payment.sdue h.:ereund.~r shaUt}e •rna,de by Cephatonwithin 
forty~ffve•• .• (45). da)f$ •••!Qf • it$ .•• r~ceipt •..• of ••an•··invoice .•. •for••···same,. ··provi<Ied IEP 
Provider Is in compUancewitttthe terms ofthis Agreement 

(b) Within thirty (30Jd,ays of eorJlpl$tjon of lhe Program, lEP Provider shal.l 
provide. Cephalo11 witll a detailed recc;m7iliatio~ of aQtual oy,t-of-pocket 

(l}Xpens.t}s •in<:µfred, ••••~.nd tct ••t!le••·f:l;~J~nf ~phalon •.• nas •.. 9verpaid•••fEP••Provider 
for s~me,<JE:P ·erovidef shall provide a · JE¼fund t~ .. Cep.riatC!n withi:n thirty 
(30) days the:reaft~r.. .. Sue~ ~etai.il:lrJ reconomation shaU be forwarded to 
Cephalcm. at·the•.acfdre~s.•·aboye ·.fo••·theattentjon of••Rod• J• ·•Hughes, •Ph.D., 
Vl~ President ·scJentifJc Communications. 

(c) IEP Provider may not.use funds pmvide,d by qephalon to ·.· pay travel, 
lodgtngt • .honorarii:1··•orperso:nafexpens~ll,fornon .. fapuJtyatt~ndees. Grant 
funds• .·rnay•• be ·used·.•. to•reauc~•••th~•• oyerait•• reg:ist~tiotl ••fees·•• 'or .• ~\tep<iees. 
Gran:tfunqs maynot be:usedJo purq!iaseqapitalE:quipmeot orto provide 

general •• qper~tional••••'upp9rt for••'n••·lnstit4tion. ••••••··Fur1(Js .•• for•.•·•tl9spitality• s.haJI 
not be . provided except thaffund's mayl:)e· us~d ·foL .rnode~tmea,ls or 
receptions thata,re heff.fa,gartpfthe :Rrogram,.but such events. shall. not 
compete . with nor take · precedenoe .••·· over educational events. The 
appropriateness c,f any reception shall be at the sole, discretion of the IEP 
Provider, and U:p fJ'roylde[ shall have>Jinal decision making .authori.ty :in 
connection with aoy ·such :activities. 

(d) Funds n1ay Iba . u~ed by lhe liEP Pro\dder to permit medi'cal . students, 
resJdents., feUows or other hei!llth c~re professionals in training to travel to 
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and . .attend .. tne .... Pre>gram; provided, however, that tbe selection ... of such 
stud~nts, resldents or fellows . \Vhp receive.fun,ds is mad:e by either the 

acad!emic .Qr b'~inJng :institution :or, Jfby the IEP Provider, such selection 

shall .. be .made with the.tun conourrence . of the academic or training 
Institution. 

(e) In accordance with. the .. Acer~ditafiQn Council for Continuing Medical 

Educatipn {"ACQMEE'') Stangards ang to assist Cephalon in complying 

wifh •• its :iolerrnal attdJtiirtg proc~dures, JEP .. 9er .agre.es to verify the 
manner in whtctl the grant ts used .. • Acce>li ...... ·. ly, Wittnn thirty (30) days 
foillowing .... a requE,st from. Cephalon, .. JEP Provider ··· sflall pmvide to 

Cephalon: 

IL A. wdtt~n staternentyerifyint1:thatJhe . Programoocqrred, . and 
n. An itemized Ust of expenditures supported by the grant. 

8. =O=b.......,......,_i-==- lEPProvider shaU retain futJresponslbility for control of 
rograttl and shall ensurethat the foUowing requirements are th 

met: 

(a) The Program material/lnfopnation win be ,objective, balanced ,and free 

from .commer"CiaLbjas. All topics sh~II b,~ treat$d irra,n impartial, Wlbiased 

manner . .. AIJjdiSCUS§ions shall include.a range of v.iews abouteadh class 

of drug ·and ,use~se /treatroe11t op,t1on~, ·· Jliforrnatipn ·· *oaH .. not unfairly 
repres,ent a spectr\)IR ·of views favoring a product . or class of pr:oducts 
marketed••·py •Cephal(')f)·· or any .. otber .. com?aµy .. ·····••the ... title .• of the Prog11am 
will fairly and ~ccurately repre.sent the scope ofthe presentation. 

(b) IEP Provi.der :agrees that neithEI[ CephSl9n 11or its agent~ $ht1II co.ntrolJhe 

content of · !he Pro.gram. . .. IEP . proyrder agrees. that there \\/'ill be no 

scripting~ ta!t;1eting of points fore.mpl1asi$, or ()theractivities .by C~pllalon 

or its Fg~nts tltaf ~re designed to >influehce the content of the program. Jf 
reqllesteo .. in writing .... by .· ... the . l:E'.P Provide:r, medioaVscientmc 

repre~entitiv~s · from . Cephalon ... may attend content cJevel9pment 

meetings .. or other. planningmeetings, for the purpose of addressing·. any 

scieotmc Jn~CGuracies they Qbse.rve •.... Pe1rsQnnetfron1 Cephalon must ·not 

QisclJ'SS qr in ~nY. '\\lay attempt to cc>ntrol (either . duri~g ·the meeting -or at 

breaks or met:tls) • ... · the ·· ,ce>ntent of ffie .Pf0,Qf8itn. An appropriate 

niediqall~cientific representative from 9eptlalon. may · ... praVide ··.·· a 

presentation ata -OPflfent ·.· qevetopm~ot ,neetfng at fhe ·request of the 

provider, .· or maJrrespond ttl) specifilc9.uesUon5 at such m~eti:ng r~garding 

the resuUs ···· of ·· a /· Cepha19n~spon~ored .. re~eareh stuot, ···•·· pmvided .. the 
information present~d iCQ-nforrns itr1tf'le ··· generaUy acoep,ted .standards. of 
experi:meqtaL d esign, da~ collection Bnd J,malysis. a~d provided .· <:my 
presentation. is-~ccpm,~nied . bya titltaUed outliqe of the• presentation, 

whictrcanbeusedbylh~ IEPProvtderlEducational Partner to, .confirm the 

scientific ,objectivity of thepresentation. 
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(c) If the IEP Provider, in ists sole discretion, requests a Cephalon medical 
repre$entative to re:view the Prdgram • for medical · accuracy and 

oompfeteness.; CepooloI'l: wm oomply with .· such request. The parties 
acknowledge thel"ie ls }10 ••. obtigaUort Of any condition requlring IEP 
Provider to make St;,<;;tl C, reque~t ..... Any such request must .. be made after 
the . Program. mat~fials are f~ny 9evefope!l clnd .... S[Joh . request .. must be 
rnadebytb~.tEpPro¥ider qn11y t() a Cephalon medical representative. that 
has fiesponsibil'ity for ttie therapeutrc .area .· that will be· covered :by . U1e 
Program, .. ··. ... liEP Prf.:>vidE?r wiU no.t ask any ma:rkating oir sales 
representative,,s at Cepl)alon . to .. comnient . <:>h . the material. All final 
decisions< regarqiog whether Jo modify .me ••. material ~ased. on any 
comments pr'-lvide~ by t'e Cephalon medical representative shaU be in 
the ·sole discretion of IEP Pro:vic.ter. 

(d) · lf a productmarj(etecl ~Y qephalon is. the subj:ectof diseussio~, the . data 

wm be obJeeU¥ efected ~nd pr'E!Sen~ed; with an ac9urate . reflection of 

favorable .· . . .···· .. ·. le •.• informafio.n abcmt t~e product ... and. shaU .. also 
inclu:de a balanced ssion of prevaifing information on attemative 

products and far therapies. 

(e) MY SUJJgestion~ .ofsµ~rtority otone prod,uctortreatment over another 
wm f:>e supp(:>rted ~y the body of avaUabfe data, ;aml vYiH not resultfrom 
se1lecUve ···· presentation · or emphasis on ... data · favorable to partic1;1lar 
treatment. 

(f) lEP. Provider represents thatneith~r if nor th~ EducationaLPartner (if any) 

h.as· ei.ther ~.n ·op~n 09.mpflllintordec:islonJromJhe .ACOME or the. Fooct 
and .oru~Adr:ninistr~tio~ .tnat a prcigtarti,provided bythef6P. Prpvfder or 
the ·· Educational P:art11er .. faUect .. to meet standa:rds . of :independence, 
balande, .. obJeptivity., .. orsci'e:ntr(iefigor. 

9. Ris,k ... .. .. . irf mization . A ion Plan. . Gep~aion provides the fol towing Risk 

Mini:rnl:za.tion ·····•.•.·· . i• . ........... ("l~i.skM~P"} Jnforrriatio.n to ~ll IEP Providers . . ··· Neither 
Ceph~lon .n.or it~• .. ager,ts shaliintluen9e or.e,ontrolwh.~ffier aproduct ·.· marketed by 
Cephalon is the subjectof (:liscus~ion. A. RiskMAP is ' strategic. safety program 
designed to m,et spe,cific goats and objectiv~s In. m,inirn'izing known risks of . a 

produotyvhHeJ:lntiS~Nin~Jts ~.~nefil$, . .. ,Anypr~duct marketed by Cephalon that is 
~pproved with ~ Hiskfv1AP, ,~nd t~e:key s~fety''-f§lateq he~lth oµtcom~s outlined in 

thatRlst<MAP, are list~ in Exhiblt B. 1EP Provider agrees thalU is aware of the 
RrskMAP(s) and the keysaiety messf;l,ges. 

10. Faculty Selectiqn. JEPPr9wd~[.$h~II reta:in full. responsibifity for the selection of 

the presenters, authors, .. mo<:l~rators, aod/orother f:ac1.1tty ·· friereinafterreferred to 
qollettivel'y .as ... ''faeyEty"). C€;phalon, tt,:rou£Jh • it~ .... Scie;nnfic . Communlcations 
Department, ..... may .. respcmd··. qnl:yJo l!EP ProV:ider-i:nitiated,written requests (or 

reque~ts;{r:om the Ed.\;;lcatiQnal f)artner} for suggesti?ns of Faculty,c)rsources Qf 
poi:;sibleFaculty~ lff response to .. sucb requesl~ at least three {3) names YlfiH be 

sugg.e~ted . (if . possible) f'9f e~ch ·· 9pen positipn and . this information . wUI ... be 
provided in writing, IEP Provider wil!I record the role of Cephalon In suggesting 
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Faculty; wfll seek suggestion$ from other sources; and wiH make its .selection of 

Faculfy ba·sed on objective criteria. IEP Provider shaH inot be obligated to 

request or accept suoh ass,istance from Cephalon or its agents as a, condition of 
receiving the educational 'grant hereunder. 

111. Disclosures. IEP Provider wil,I ensure meaningful disclosure of limitations of data 

(e.g.i ongoir19 resear, interim analyse&•, pre:fiminary data, or unsupported 

opinlon). IEP Pro m require that Faculty disctose when a product is not 

approved in the United States for the use under discussion. 

12. Question and Answer Session. To the ,extent the Program is a presentation, IEP 

Provider wm ensure mean1ngful opportunities for questioning by fhe a:udi:ence. 

13. Financiail :Relationships. lEP Provider will ensure meaningfuf disclosure to the 

audience: of C-ephak>p funding and any significant reJationship between irtdividual 

FacuHy and Cephalon. Afl meaningfuil disclos1Jre(s) shall atso be made in any

written materials, fncludi11g but not limited to announcements, brochures., syllabi 

and enduring material. Ol~clo$Ures shall not mention product trade names .. 

14. Metrics/Copies of Program Material. 

(a) lEP Provider and/or Educational Partner shaH provide certain outcome 

measurements and metrics to Cephalon as requested by the Scien1tific 
Communi:catrons Department. Such metrics shall be prm1iided either after 

the eonclusiof'l of a single Jive event or monthly for a year-fong accredited 

program and may at Cephalonts request include, the number of program 

partici,pan.ts, number of certifications, assessment of 'the prog.ram and 

faculty, and demonstration of learning by program particip·ants. 

{b) After the Program has occurred, JEP Provider shall provide Cephalon with 

.Ji. copies of all Program materials in CD RQM or electronic format and 

20 copies in print format 

15. Representations and Warranties. IEP Provider representG that 

(a) Neither it nor the Educational Partner. if any, provides ma.rketiing, 

advertising., pu:bltc tefa.lions, market reseafich, medical er;l'ucation services 

or other consulcting services (e.-g., support for advisory boards) to any 

other department within Cephalon ("Markietlng Activities"); 

(b} If l:EP Provideir or the Educational Partner has an affilia,ed company that 

provides Marketing ActMties to Cephalon, IEP Provider has instituted 

appropriate contra.ls and safeguard,s to ensure the Program (i) remains 

independent. objective, balanced and scie1ntifi:cally rigorous, (ii) is not 

fntended to promote a Cephalon product. dir:ectfiy. or indjr-ecU:y, and (i,ii} is 

not In any way biased due to the affliated company's relationship with 

Cephalon; 
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(c) IEP has determined that it 1is appropriate to us,e the Educationat Partner in 

light of the requirements under this Agreement; and 

(d) tf 'l:EP Pmvtder or Its Educati:onal Partner emp:loys :a ·former Cephalon 

employee who worked at Cephalon anytime dutlng the most recent year 

and who had marketing respons!lbiRty in the, therapeutic area that will be 

covered by the Program, then that form-er ·employee will not have ·any role 

in ·the planning,, development or delivery of the Program. 

16. lnvitaUon:s/En Materials.. The Program audience wm: be selected by the 

1:EP Provider. ISP Provider shall be responsible :tor distributi:ng materials 
about the Program, im::ruding invitation~. r~minder no1ices, and business reply 

cards that can be U$ed by third parties to obtain any enduring Program material 

from the IEP Provider. No •. · · the fo~egoin9,, 'IEP Provider her..eby 

authorizes and requires Ceph , ute a subset of business reply cards 
that can be use(! by third parties to obtain the enduring P ··· material from 

the, lEP Provider. The business reply ,cards must be cleveto ·or approved by 

the IEP Provider.] 

17. Andtl{ID' Promotional Aetivities. To the extent the Program is a live presentation. 

no promotiona'I activities or prOduct advertisements, will be permitted iin the same 
room as o.r in an obligate path to the Program. lf the Program is a tel:econference 

or we.beast, no .product advertisements or promotional a.ctivities will be permitted 

immediately prior to, duri r immediate! · the delivery of: the Program.. lf 

the, Program is in µ . . mat, no pro advertisements or promotional 

materials wil'I be interleafed within the pages of the Program. If the Program is 

made availabte ,etectronfoally, no product advertisements or promotional 

materials wm appear within the Program material or interleaved between 

computer windows or screens of the Program 

18. Compliance with Guidelines. liEP Provider represents that the Program, 

Including developtnerit of the Prog'ram and Program materials, shafl conform to 

the Ameri:ca.n Medical Ass(>ciation {"AMA") Guidelines on Gifts to 1Physiclans, the 

AMA Ethical Opi;n1on on ConUnuing Medicail Eoucatton, the ACCME Standards 

for Comm~rcia.l $upport. the FDA December 3, 1997 Final Guidance for tndustry

Supported Scientific and EduOilltional .AcUvities, and the Pharmaceutical 

Rese.arch and Manufacturers Association (~PhRMN') Code on Interactions with 

Healthcare Professionals .. 

19. Logistical Status Reports. IEP Providerand/Qr Educational Peirtner ·shallprovide 

periodic.repdrts to Cephalon regaridingthe management.and· logistics of program 

components. 

20. Miscellaneous. 

(a) No party shaU use the >other party's or its affiliates' name or traaemarKsJor 
pu:bliclty or advertising purposes, except with Jhe prior written consent of 

the other party. 
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(b) fEP Provider agrees to· obtain au consents, authorl!Zations, approvals and 

releases that may be necessary for .the production of the Program and of 

any written materials pr-epaFed in connection therewith. IEP Provider 

agrees to indemnify Cephalon with respect to any claims, actions. ,or 

demands, inctuding' reasonable attorneys' fees that may arl:se in any 

manner out of IEP Pmvider'.s. failure to secure such consents, 
authorizations, approvals or releases. 

(c) No term, condition or other provision of any attachment or addendum to 

this Agreement shall supersede any term, condition or other provision of 

this Agreement and. with respect to any inconsistency or ,ambigUitY, the 

Agreement shall control .• 

IN,,WITNES·S.WHEIRE(:)F, .. th~i·p~rties,. by tneir·cfyty .. ~uttlortzed•···representatives, 

agree to c:on1p!ywitnaU.theJermsand conditions, ,oftllis Agreement. 

(;.E.PHALON.,, INC. 

Pif.~ .. 
Na~&ughes·, Ph.D. 

Tit.le; Vice flr,e,si<iehl, Scientific Gom:rnunicatlons 

Date; 
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October 10, 2006 

Bhava:I Shah~Bell,. PhD 
Cephalon, Inc_ 
41 Moores Road 
Frazer, PA 19355 

Dear Dr. Shah~Bell: 

As an acoredited pr:ovider of conttnuiog education for nurses, MedlCom Worldwide, Inc. 
has recently completed a comprehensive needs assess ti;, Identify the educational 
needs of prpfe~s:ionat nurses ~ho ,provide £are to patient . o.ng.o<ing pain 
management. This needs a.ss-essmenl was• compiled ftom the following soumes.: 

• Expert Opinion 
• Needs A$sessmentSurvey 
• Past. Particrpant Feedback 
• Environment scan including liiterat.ure search 

Based on the identified educational need, Medi.Com is requesting an educational! grant 
from Cephalon, Inc to su pment of a live symposium in conjunction with 
the American So.ciety of . es sctiedufed to be held in March of 

2007 ill Dallas, Texas. ln additi-o.11>to,'fne ~ve program M13diCQm is req,uesting addttional 
funding topmvide enduringmatenaI·s1;1ppo:rt initiatives -i:esultlng tram the content 

developed for the llve .der to maximize the reach to·nurses throughout the 
United States. The activiti · • in this proposal! include: 

1. Uve Symposia 
2. Internet based actt..:r,ty hosted by Medscape 
3. CD~ROM based on live footag.e, accredited as a supplement in 

ASPMN Journal 

The total grant request to fund these activities is $366,21r0.; please refer to the detailed 
budget section of this proposal for complete grant funding details of the individual 
edueatronal initiatives. 

These scientific events will comply with all OIG, PhRAM, 
ihdustry-suppQrted ptofessional continuing education. 

and ANCC regulations for 

Thank you in advance, for your consideration of this request. 

Respectf!.!lly, 

Joan Meyer 
Executive Director, Continulng>IEducation 

MediCom WorldWiqe, Inc. 
101 Washit)gton Street• Moirisvll!e. PA 19067 • 215.337 -9991 

co,nfidenti,el Page2 
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Needs Assessment: 

Pain management encompasses vario 
individual's life cycle 
andchro 

throughout the life cycle is 
maximum relief with minimal side effects. 

of pain experiences thro 
Pain expetiem:.:ee: 

Every day, nurses in all clinical work closely with patients who are experiencing 
various types and 

the quality of their 
basic principles of 
pharma 

To better understand the potential educational needs, MediCom Worldwide, Inc has 
utilized the following sources of information: 

• 2005-2006 MediCom Needs Assessment Survey 
• Consultation with Nursing Advisors in the Field of Pain Management 
• Environmental Scan 

o Literature Review 
o Pain Management Core Competency Guide for Nurses 
a Therapeutic Research Review 
o Consensus Panel Recommendations on the Assessment and 

Management of BTP 
o Position Papers on Chronic Pain 
o APS survey publications 

Literature Review: 

Pain management encompasses various types of pain experiences throughout an 
of life. Pain experiences may include acute 

symptoms 
throughout 
maximum relief with minimal side 

any 

Classical pain categories are chronic and acute, nociceptive and neur-opathic, within 
nociceptive classification. somatic and vlsceral. Pain 
is modulated at ise,,en:d clifft~re.nt 1;en1tral n•ervous to 
be influenced by past experience and cognitive function. Throughout the literature there 
is a general tendency to separate malignant from non-malignant pain however studies 
have demonstrated that there is no difference anatomically, physiologically, by 
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biochemical substrate or through mechanisms of Rociception which justifies separating 
the two. 

Almost 50% of all Americans seek medical care each year for pain, making pain the 
single most frequent . Pain is inadequately 
controlled in ma 

Pain management begins 'With the use of appropriate assessment tools and includes 
planning, impleme 
pe 
prim 
ace 

Breakthrough pain or transient worsening of pain in patients with an ongoing steady pain 

pain 

sensitization 

BTP is defined, it is clear that BTP is 
and 
predict a 

poor medical h 
problem related to the under treatment of pain, which has become a national qua~ of 
care issue and is a priority concern of 1he Agency for Healthcare Researcti and Quality. 

A wide variety of factors including inaccurate information, myths, rumors, fear and 
cultural issues contribute to inadequate pain management. 

Confidential Page4 
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Barriers to recognition in the treatment of pain are numerous 
in the field. Nurses may have1 incomplete or i1'J:a,ccurate Inform 
Variables whicn oontribtrte,to, ineffective pain management 

ite multiple advances 
n about the following 

• Definition of pain and how patients demonstrate their pain 
• How pain :is assessed and managed 
• Use of opiords' and fears associated \';!Ith doslng 
• Cultural norms as it relates to expressicon of pain 

Investigating the cmitint11rig education needs of nurses and the impaol:'they have on the 
interdisciplinary team review of the lit ·• e ma1ority of patients do not 
receive ad~quate pain man~g,emeot.·1 

, m · tribute to 
ineffective management sttategie-s. Some common myths include: 

1. Too muc medication too frequently con 
addiction, rest.1ll in resplr~tory depression or 

2. Fain1 shou,ld be treate.d'i not prevented 

bstance abuse, causes 
ten death 

3. People i:n pain p.ain to their hea;lthcare :provider 
4. People rn pain de ow that they have pain•·Pain c1;1n be seen in the 

patient's behavior 
5. The level of pain is often exa . 
6. Generally a patient cann all pain 
7. Some: pain ts ,good so that 1he1pstienfs'Symptorns are not masked 
a. Newborn infants ~nd en,do not have pain 
9. 'It is expected that the , , especially the frail! elderly, aJways have some pain 

Because of multipte barri:ers to adequate pain mana,gernent, all patients am at risl< for 
under treatme pain. Since pain 1s identified and reported primarily through patient 
self-repo communicating s risk for under-treatment 
Cliniclans should a,ddFess per~istent.and s-to accurately assess it 
and develop appr.oprtate paln management plans, 

The choice of therapeutic ag,ents for many ,paUent$ with unrefieved chronic pain is 
opioids. As a class, opiokt,s have proven effi'cacy;. noh:;inly tr'" providing m:eani:ngful 
pain relief to man~f patiehts, but a:ls10 in impro functionality.<10·tt> Opioids offer 
pharmaco.logic a:dvantage:s through the avai of d~verse fOrmutations and doses 
that prQvide significant f!eXiibUity wh~n talloring a the1:apeufic regimen for the chronic 
pain patient. · ·· 

ClintciaJas. need to understand the ph<;1rmacoldnetics, phannaoodynamics, and 
pharrnacogenomics, o • ids, to apprnpriafeJy include them in treatment pf~ns, including 
miultimodal therapy.19• . formula.rfons and' new delivery systems areio various 
stages of development, with an aim to offer even more options to clinicians to further 
?dvan.ce patient care. The core princfple of oproid anafgesia is a balanced and 
responsible approach that a:llows apprnpria:te ?J.Ccess and minimizes pate: · ,. · · s for 
misuse and side effects. wl}il'e providing pain reUef and restoring function <10

•·
11

•
1
i"') 
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Consultation with Clinlcal Experts: 

April Vallerand PhD, RN, FAAN 
Associate Professor 

of Nursing 

Steve Stanos, 00 
Medical Director 
Chronic Pain Care Center 
Rehab Institute of Chicago 

Daniel M Gruener, MD Candace Coggins, MS, MA, CARN, RN-C 
Metropolitan Jewish Health Systems 
Brooklyn, NY 

CUnical Assistant Professor of Psychiatry 
Jefferson Medical College 

Immediate Past Presi of the 
American Society of Peggy Compton, RN, PhD 

UCLA 

Major issues discussed 

• Practice setting for nursing; the role of the nurse based on practice setting 
• Assessment tools available 
• Continuing educational needs of pain management nurses 
• Communication techniques; assessment intervals; recognition of BTP 
• ac.:llogic management 
• 
• education; live, web based, journals 
• Interdisciplinary teams 

Conclusions: 

• Pain management nursing maast;es a wide and diverse range of practice 
settings each with their own unique needs 

• No formalized training programs to educate nursing students on multi faceted 
issues relating to pain managemen inlng is of 
a fundamental 

• Assessment tools available to nursing professionals are adequate; education on 
the use of these tools are what's needed 

• Myths and misconceptions still abound relative to utilization of opioids 

• Fear of over medicating; loss of functionality 

• Hesitancy to utilize """'':-uuc«"' doses of meds for fear of abuse, addiction, 
side effects 
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• Ongoing communication with patients; knowing the right questions to ask in the 
assessment process in 011der to accurately assess pain states and the impact on 
successful pain relief 

• Maintaining and enhancing functionality very important to nursing goals for 
their patients 

Needs Assessment Survey/Past Participant Evaluation Outcome: 

To further define the educational needs of clinicians, MediCom conducted a review of 
325 nursing professionals perceived continuing educational needs. The sutvey provided 
data regarding clinicians' top interest, preferred method of learning and other details 
regarding continuing eduoation. The following results demonstrate topics that the 
respondents view to be the top 10 highest interests and need and ni:llked priority of need. (191 

Educatlonql Assessment of Needs 

Women's Health Issues 

General Pharmacology 

Cancer Care 

Pain Management 

Geriatric Care 

Opioids 

Psychiatry 

ADHD 
Sleep Disorders 

Abuse and Addiction 

High 
Priority 

X 
X 

X 

X 

X 

Moderate 
Priority 

X 

X 

X 

X 

X 

Low 
Priority 

NA 

Specific topics of interest related to pain are evaluated on an ongoing basis. The 
following information is a summary of completed survey reports from 2005 through 2006. 
year to date. Total number of evaluations completed were 1285; of those returned 
approximately 41% were from a healthcare professional in the field of nursing i.e.; RN, 
LPN, NP<19i 

Topics of Interest 

Acute Pain Management 

Chronic Non Malignant Pain 

Cancer Pain Management 

Pharmacological Advances in 
Pain Management 

Addiction. Abuse 

No Interest 

10% 

6% 

20% 

3% 

16% 

Confidential 

Some 
Interest 

30% 

16% 

35% 

15% 

31% 

High Interest 

78% 

45% 

82% 

53% 

Page7 

TEVA_MDL_A_01855205 

P-29481 _ 01045



07300II.18

Confidential 

Conclusion 

Effective pain management by nurses requires them to have an understanding of the 
biological basls :of the pain interventions wh:ich may be used to control pain. In 
add1tfon an emphasis on a complete and ongoing pain a$SessmeAl is paramountlo 
developing a comprehenslve treatment plan. Based-on a review of the literature, 
needs, assessment surveys as well as input from clinical ~xp_erts there is a continued 
need to provide a platform fornurses to :gain the most upto date 1nform;;3tion relative 
to the issues an<;:t challenges o·fmanaglng patients with chronic pain. Nurses are an 
instrumental member of the intefdisoiplinary. team and httve .a gr~t need to 
understand the newer tterids iffpainmanagement as wen as no,vel aoalgeSiiC delivery 
systems aririv'ing onlo the healthcar~ arena in ordeir to· impactpain care and promote 
a successful outcome of ~ustalned pain relief. 
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Program Overview: 

Pain management encompasses various types of pain experiences throughout an 
individual's life cycle from birth to the end of life. Pain experiences may include acute 

in, pain from a chronic deteriorating condition, or pain as one of many 
symptoms he Ioatiient receiving palliative care. The goal of pain management 
throughout the life cycle dress the dimensions of pain and to provide 
maximum relief with mini 

Almost of all Americans seek medical care each year for pain, making pain the 
single most frequent reason for a physician consultation in the U.S. Pain is inadequately 
controlled In many of these patients. In some patients the pain that was established at 
the baseline examination persists, affecting quality of life and functioning, often even 
with drug therapy. Furthermore, such patients may experience breakthrough pain 
(BTP), which affects 19% to 95% of with pain, depending on the population 
surveyed and the definition of BTP used. 

Despite the considerable variability in how is defined, it is clear that is 
associated with significant patient morbidity, including decreased functioning and 
increased levels of depression and anxiety. Breakthrough pain may also predict a poor 
medical outcome. Breakthrough pain is a major component .of the public health problem 
related to the undertreatment of pain, which has become a national quality of care issue 
and is a priority concern of the Agency Healthcare Research and Quality. 

Every day, nurses in all clinical settings work closely with patients who .are experiencing 
various types and intensities of Advances in pain management have given present 
patients and their families a variety of options that allow them a renewed dimension to 
the quality of their lives. Because this it is important that nurses keep up to date on 
basic principles of assessment, pain management and current pharmacologic and 
nonpharmacologic approaches. 

These symposia will review the major clinical related to persistent pain and more 
specifically BTP including recognition npharmacologic 

reviewed. will be 
presented guided by a clinical expert in pain as seen through the eyes of a pain patient. 
It is our goal to provide participants information and data that can be 
applied in daily practice, to provide d skills required to assess patients, and 
determlne the appropriate treatments for each individuals own unique management 
needs. Breakthrough pain is a common problem affecting the quality of life of patients. 
Improved management of BTP is contingent on accurate pain assessment, optimum use 
of analgesics, and patient education. 
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Program Title:. 
Assessmen,t,. Diagnosis and Treatment O•f Breakthrough Pain: ··Sreaking 
the Pain Cycle 

Program 'Objectives: 
Upon Completion of this activity, participants should be able to: 

1. Summarize advances in understanding and management of chronic pain 
a. Distinguish features, types and <feflnitlon pain: acute, chronic 

and BTP 
b. Recog1nize BTP; rea(;!Jhe sfgn.als in your patients 
c. ldm,,tify 1fool:s, questioiis arid communication teehnjques that ar:e 

designed to Improve patlentlhealthcare provider dialogue 
d. Outline ourreritgttidelines available whicturnpact 

management ofSTP 

2. Define and manage the pain cycle 
a. Surnmar,ize current and emerging pharmacologic and 

nonpharrnacoJogietreatment options for BTP 
b_ Evo[ving optionslrl opJoid therapy: Timing ofpain dictates timing 

of treatment 
c .. ChaHenges and opportunities rel'ative t<> opioi¢1 therapy in treating 

patients with chronic pain 

3. Identify effective dinica1 strategies and treatment options which 
demonstrate how appropriate assessments and tools may be 
incorporated into the practice setting 

Fa.cu.tty: 

a. Utilization of palndairies to assist in identificc:).tion and optimal 
treatment options;The Patients Story 

b. Summarize goafsoflreatment 
c. Guidel:ines in managing treatment 

Steve Stanos, DO 
Medical· Director 
Chronl.c Pain Care Center 
Rehab Institute of Chicago 

AprilVaJle·rand PhD, RN,. FAAN 
Associate Prnfessor 
Wayne State University 
College of Nursing 

Candace Coggins, MS, MA, CARN, RN-C 
Metropontan Jewish Health Systems 
BrooklynA NY 
Immediate Past President-El.ectof the 
American Society of Pain Managf3ment Nurses 
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MediCom Worldwide, Inc. 

Program Overview 

Targeted Audtenoe: 

NurSing participants attending the.American Society of Pain Management Nurses Conference 

Targetparticipation: 500 attendees 

CE Provider: 

The• symposJa wm be aocrecnted by MecliCom Worldwide, 
the American Academy of Pain.Management Nurses 

in joi1nt sponsorship with 

Each activity •wiillbe approved for two contacthours. 

Format: 

Uvesymposia helci in Dallas, Texas in conjunction with tha}\merican Soc1ety of Pain 
Management Nij:tses Conference. Ptogram will consist ofHv~ dfdacUcpresentatlon in 
addition• to.lnt~grated immediate•leamlngassessmenr.activitiesicaptured via audience 
response <systems. tn addmon, Med:iCfom will prerecord via videetape a story.et pain 
e~penienced througl'l tt)e eyes of a.pain PGlli~nt. Post Uve .. e'-113nt, final content will be 
formatted to, allow-for addition<1Lenduring s~lf study adapt~tion; enduring material wiHbe 
develope-0 for i:ntemet acoe:ss vfa JA.adscape asweU as QD··'!ROM adaptation to be 
distributed Via American Society of Pain Management Nurs.esjoumal. 

:En.during! Materlaf 

·· Symposium actaptatipn; 
online accredited 

• strearnin9 video 
prografll 

Symposium adaptation: 
aocredlied monograph 
series 

Symposium filmed and edited into 
accredited streaming video posted 
atMedscape.com 

Medscape nursing 
eNewsletl:er .subscribers: 
270 ,ooo nurses 

Symposlum accredited monograph 1 .ASPMNJournal: 2,500 pain 
sefi-esdisttibuted; as a journal ' management nurses; 
supplernent to theASPMN 
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Live Event 
The live symposium will be announoed and promoted through the use of approximately 
2,500 printed invitaiions via direct mail to all members of the American Society of Pain 
Management Nurses followed l'Jy a secondary mailing of apprmdmately 650 to all those 
pre registe~ed to attend the conference. 

Request for Sponsor Support Live Event 
As a supplement to these primary methods, MediCom Worldwide, Inc may request the 
assistance of Cephalon, Inc. in the dissemination 1rdi1ng 'thii:,_ P~?gram 

The content o owever, ie the 
any such distribution will solely be as a supplement to 

MediCom's primary methods of announcement and promotion. 

Enduring Material 
Medscape Distribution Plan 
Activity posts online 8-12 weeks following the live event 
Medscape educational activities are cross posted to all relevant specialty areas and 
audience types. 

All formats are posted, archived and searchable on Medscape for a 12 month period. 
Drivers to content include features on the following areas: 

Specialty relevant Medscape Homepages 
CE center on relevant speciall)' 
Email newsletters 
Medscape search engine 

Online promotion reminder emails and links in relevant specialty homepagas 
Reach: 770,000 US nurses 

ASPMN Journal Supplement 
CD-ROM format is to be polybagged as a journal supplement in association with the 
American Society for Pain Management Nursing Journal. 

Supplement to be distributed in conjunction with the September Journal via direct mail to 
approximately 2,500 ASPMN subscribers, 
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M$dscape Activity 

ASPMN Jo.umal Supplement 

A$PMN Activity TimeUne 

2007 

Medscape activity release date, June 25, 2007 

ASPMN Journal supplement re1ease date, September 20, 2007 
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MediCQ:mWoddw1de, .Inc. Pl.>licies: 

Conflict of ln,terest ldeuti ficatlon and :Resoluti·on 

MediCom Worldwide., Inc is in full aompllance with.all rules Eapd reg,uJations puUorth by 
the ACCME ln the revlsed Standards 'forCommercial SuppQtt. MedlCom has de'ffnedaU 
those ln position to oontrol contenta.s facuUy, ~uthors, .. ... ~rsLplannl~g committee 
members.and aillthose internatstaffwhoarelo position t:o i ailteror impact .the 
content of a CME activity. 

Atl membets identified ln the planning pr:oces!ii, must pr9vige signed disclos,urest9 
MediCom prior to: the plannlng ofthe. a:c~ivify, • 

\J\lhen• .individuals •In··•a··position••tO•··controt content bave .. repotted .Financiail. Relationships 
with· one or more ·commercial rnll;)rests, MediCom v.torks witfr.them tp resolve. $J.1Ch 
conflicts to ensure thatthe cont~nt presE:l"lted is tree. of commercial bias, The following 
mechanisms have1 been if::l:entjtie:d io .wl'lict1 to resolve confilicts as identified: 

• Peer review of conte:rit by extem;;11• reviewer 
• Contentva!idationby external to:pie ex;pert and internal Medi Com cli11lcal 

editorial staff 

MediCom Worldwide, Inc. Disclosure Policy 

(Attachment A) 

MediCom Woddwide, Inc. Content Dev:elopment Policy 

(A1t:tachment B) 

MediCom Wofldwlde,Jnt. Faculty Selection Policy 

(Attac;hment C) 
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MediCom Worldwide1 Inc. 

Program Overview 

Post-Activity Reporting: 

Course evaluation forms will be required for all participants who seek to receive 
continuing education credit. MedlCom will summarize the information collected in a 
formal report to evaluate program effectiveness and participant leamif1g. 

Participants will evaluate the following components: 

1. Overall content 
2. Faculty teaching effectiveness 
3. Format 
4. Usefulness of information 
5. Relevance to practice selling 
6. Fair balance 
7. Impact to the care of the patient experiencing pain 

In addition to rating scales participants will be asked to participate in pre/post testing 
scenarios as a measurement of leamlng. Leaming will be analvzed based on self
reported changes in knowtedge or perceptions by tbe participants as a result of this 
activity and how well he ar she will be able to apply leaning to a specific practice setting. 
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ASPMN Accredited Satellite Symposium Plue Enduring Material Options 
Proposal OWIR'iew 

llao.li~ 

Satellite symposium 
at 2007 ASPMN, 
interview 

Symposium 
adaptation: 
:;iccredited journal 
supplements in 
ASPMN Association 
journal 

Symposium 
adaptation: online 
accredited streaming 
video program 

Three-speaker 
sccmditBd live 
symp01ium 

Symposium filmed and 
edited into accredited 
\lideo-based CO-ROM 
distributed as a 
polybagged journal 
supplement to the 
ASPMN journal 

Symposium filmed and 
edited into accredited 
streaming video postea 
at Medseape.com 

500 ASPMN members 

ASPMN journal: 2,500 
pain management 
nurses; 

Medscape nursing 
eNewsletter subscribers: 
270,000 nurses 

Direct Costs 

lndireot Costs 

Total 

Direct Costs 

Indirect Costs 

Total 

Direct Costs 

Medscape 
Hosting Fees 

Indirect Costs 

Total 

$94,110 

$73,200 

$167,310 

$43,500 

$26,250 

$69,760 

$3,400 

$100,000 

$25,750 

$129,150 
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•""•.:. MediCom Worldwide, loc; 
L . \ 101 wa~hlnglllllS.free, 
, l Morrisville, Pai:l~$ylv;i.nia 19007 g,• 

2007 American . Society of Pain . Management Nursing 

Approva.1 ·signature 

Note: no work may begin . untf:I M'e:d!Com reo~ives, viia email or fax,, this approval with s{gnature. 
. aad.date 
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MedJCqmWorldwide;. Inc. 
10l WashingfortStre.el 
Morrisville., Penn-sylvarua 19067 

2007 American Society of Pain Manag,em~nt Nursing 

,, 
nt; ~lrikit\' o{.lilttliag\ltpail:.iitf~e.ise !lludy 

eq_lripmootrootal'.adlli-;iifu.dionlJlal; $fmln,9~editl~udion· of~case pf!!se11latiQ!'I 
Ol'lsltli ftlmlng ot entlr, llwe, everl'l, 'li(elud&J io!ervlew li"IJlll"'lt$y,;llh pfi!s~nti,n, 
Oe<1,tlepm~fl!lfl~rial 
tndli!Qas.p~ii!!i)ijlt!C!ll ~$l4.·fa¢!,U.y~rox.•12l> •i;lldes;, edilarlat conlent.,i'l!'liew; 
:retemnlll! an.:nact dled<lng: de$lgn 1111<1 fl:,~t 
'Mtdt®ni.on-slte symlll).it·um cooriliilit1k>n; 2 MedtC-O!it ~ta« 
:Gnjlhlc des ion: 
A,c;cni!llta,IIM,ql.~l'll tr;r (;NE: ~l!dlnated 111 conjunetioa wllh A~i:>MN 
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MediCom Wortdw;de, Inc. 
101 Washington Street 
Morrisville, PA 19067 

Multi-Media Online Adaptation from Live Symposium 
Hosted as Internet Activity on Medscape 

Program Description 

Thia propoeal la for a mull-media onllne mamlAI} w:feo adaiited from a liw symposium and accredited for self-study far 
nurses. The seS-1'1dy progJBm will inctude: (1) liw footage of speaker presnatian8: (2} al g111P11lc Images i.aed In !he 
presentations. induding animatiors of graphs and eham: (3)content lo be posted an line Via Medic.ape 

Approval Signature Date 

Note: no work may begin until MediCom receives, via email or fax, this approval with 
signature and date 
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· 
01! MediCorn Wor1dwide, Inc . 
. ,. 101 Washington Street 

: " ,!f 
,..,•"' - Momsvme,, PA 19067 

Multi-Media Online Adaptation from Live Symposium 
Hosted as Internet Activity on Medscape 

l"®rles cr.ea!lon,.ofgr;.wn1c user irlterraoo; to.ordlnatl<m Wllh speallers for Joteflliew $egmer1~: 
cdoroinaOon 'with spea~$r for final review-

il>r<>g:rammf:ng 
!Accredffiltlgn, <>fiprogram for (J~'E 
Data managemeflt 

Includes managementofpanicip.ant database, data analysts, q;uarterny reports. final summary report 

Confidenti~ 

5,000 

5,000 

750 
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Multi-Media CD-ROM Adaptation from Live Symposium 
Journal Supplement in ASPMN Journal 
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MediCom WolldNide, Inc. 
101 W&shington Street 
Morrisville, Pennsylvania 19067 

Multi.Media CD-ROM Adaptation from Live Symposium 
Journal Supplement in ASPMN Journal 

Dam&,d Budget Itemization 

CD duplication: quamitr: 3,800 

lndudes pl1nt1111 o1 progRIRl Insert containing aelf•assassment 11uesflons, acm!i!U.aaon Information 
and pR)Qram evaluation form; pltnUng and a11ecnbly of fulklelor, wrri~hed DllsoPak slyte mailer 
with four-«llor cawir for CD pb. insert 1illc-1crsen olCD labels; duplicallon of CDs; assembly; 
shrinlc wrapping tlr pollybeg 

honarziriil: pOGkymposlum lnlHYIIMli 

of BRC1; quantlly: 2580 

returned ln MedlCem (1111nm1t11d return of 5011 l!RCs) 

lndudea crt1ation of graphic animated CD mer interface; coordin11llon with faculty aoo journal alaff; 
dealgn, typsettlng and layout; proofing 

CD-ROM prod1,11:tion 
lncludi,a progr11mming, production of duplication master 

Accreditation of program for CNE 

Oat■ management 

Confidential 

6,500 

3,000 

2,000 
1,000 

7,500 

5,000 
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Budget: 

live Activity: 
Medscape Activity: 
ASPMN Journal Supplement 
Total Budget: 

$167,310 
$129,150 

$69,750 
$366,210 

Budget Reporting and Reconciliation: 

Appropriate Use of Commercial Support: 

a. Funds should be in the form of an educational grant made payable to 
MediCom Worldwide, Inc. 

b. No other funds from Cephalon, Inc. will ba paid to the program director, 
faculty, or others involved with the CE activity (additional honoraria, extra 
social events, etc.). 

c. MediCom Inc. will furnish the commercial interest with 
the receipt and e)Ependiture of the commercial 

support within 90 days of activity completion. 

Payment Structure: 

113 due upon signing of agreement: $122,070 

1/3 due 111t quarter 2007 (March 1, 2007): $122,070 

Final 1/3 due 2nd quarter 2007 (June 1, 2007}: $122,070 

Confidential Page 25 
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: Subject. Oisclostlre :Date of Origin March2003 

Approved By Joan Meyer Revision Date March2005 

· Approval Date . May2005 

:rds fo:r 
sponsoredbyMediCornWorlnwitletl > . .. ·. . ' Updated . . . . .. meroial Support; ACPE's 
Criteria for gy~lit}' .and totei,preuv~ Q,llk:fylint?!:>;. <:~tifomla Board of R~gist~~.Gt t-lursfn;g Standards and Gi:i:idelines. 
This inblud~s (a)isponsorfinandial relatign~tli~,Jb) faculty a!ld faJrjilytsi~fiolilfjt uttiers finanpial ratatiQf\Ships,. 
(c) disctfss,ionpfUn(abeled or unapproye~t.JSe.sqf dru~ and devices .. A.$fWapproved ,provider; !.:i~iyoni 
Worldwid.e,.t?e.Is required to .CQ11$,:al inf~~tignJr9(n .individualswholla)!a~n Opportunity fo affect the C:E content 
about pr(')Quefa orsep.rfces of fl 00ti)n1tll"pi13liflfllr~$l with 'Which ihe/sbe h.i~ a; financial relatfonship, to auow a 
deti~i'J'rtio~tio:11Jo be made., as. to wMthetthatrefat10111sl'fip ma constituteiaconiict of inte,e$t tltt~f n,ust.bereSQlved. 
;,,,,.:•.:,,,h·:,l:,:\:.',_: :0,:-::-:.:::.::,: :.:-:::-:::-:x:-,:::0 :0,:::,::::,:0:- 0: •• .. • · ... , , : .:,:,,,., ., ·,:, -- ,.,.,.,..,,. '"" ·,, ,,, .,..,.,. ·,,•,-,•,•::·,,:••·••••a•••'•''''''::::::::::::::,::::::::,:::::::,,::·,,:-,,:-,:··,:,,-:,,-,-,.,. -,.,.\,··••.•·,·······"··· ,,,,, .. ,,,,,,, .. ,,,, ............. ............ · .. · .. · ................ · ..................... .... '.'· ' A' ' 

reviewers and idenUfi~d faculty memller~. . . . . . . .. . . . . . . . . . . 
z. MediQpm Wortdwlde,. lhc. requires altthose ina ;position to controlcontentto pm'4ide specifi.cinfo,rmallonto 

CE participan,ts; 
· 3. MediCom requires facu'lty to provide.speclflch1fonnation lo CE participants. Disclosure is requiredi n two areas: 

• Financial ij,elation.ships - Faculty must disclose any slgntficanfre1ationship between 
themselves/signiffoant othersgnd(a}lheoomrnerolal supporter(s)oHhe program, and {b) the 
manufacturer o.f any proc.luct ctiscus$.ed in th~ .c-g program orreJa.tedJo the topic of the. event 
Information reported shell ineludeetlnancialtel~Uo - th~ preceding tWelve-month 
period. lf the fijeultyha$nothlngJoreport,.ttiatiof icated. 

• Discussion ofUrrlabe,led Use - F'acuny ml.I$f1dl$¢IO$E)Jn writing and oornmtJ!niQ1;1teln writing through 
co1.tr$& matElrials,.fhafaJ:>toduct is notlapijle(I forttie use 1..1m:ler dii:;cussion or that. the. produqt is· stm 
investigatlonaJ and not ap:prpvedJurUse fo the . United •. $tates. 

4. FacyUy ari:: required to oomple;fe the M~iQon, Worldwide, Inc. FciCUltyQisclosu:re Forms. and.Attestation 
Forms prior·to tha prog.ram d$velopmenfprocess. 

• {Reql,lired forms attaclie:d) 
5. Disclosure Forms must be completed and returned to MediCom Priodo.conlent development Faculty ~efusinn 

to disclose may not partk ipate as a speakerfor program in whJ:ch cfisdosure was not obtained. 
6. PotentiaFconmots of Interest dlsdosed willbe reviewed by MediCom artd most be resolved prior to the 

educational,.activity, 
7. Once a. conflict is ide1Jti,fiE;d, a content validation process) is linitjated to ensurelhatth.e content or format ofthe 

9Eactlvity andrelate<J :lriatetj~IS will promote Impr<>vemeoits or quality irrhealth care and not. promote·a specific 
proprietary•,business•••ihferest .•Qf a• cornmercial •• int~rest. 

8. MediCom conducts an un:biasedteview ofall plaoi'\ed content for acti\lities certmed for credilt to. resolve any 
a;ctual or perceived conflict.of interest that exists. 

9. Faculty .. mustdfaclose t!() participantsJ)rior tothe start of toe educatioriat activity th~ existence of signifit:ant 
situations.where a direct commercial ~uppott relationship exists withlhe<educational activrty. 

Confidential 
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1 O. Me~iCom disdos1;.s the following 1ittformatiMtolearners.: 1) the name ofthe individual, 2} the name of the 
commercial interest(s), and 3} th.a nati!Jr~.of theJclafio,nihip tlleJodhtidua1 hasw.ith tile comme1:cial1 interest. 
MedlCom also.discloses.•to··• leamers• the .m~rpe(sJpf.~omme~ at ,inte;i:ests.supportfng eachQE.actlvity. 
Faculty d.isdosures wtll b~ dooumenfed and av~ilabletg au participants via written: pasticipanthandout 
lnforma1fonL~ .. ; sylJabi,intr9dtiotorr .slh!fies, 'll'e>rk~oqks. 

• OiscJ'osure win be,nad~ aval!abl~ to audienoeat lhe start oteach activity. 
1. Faculty must also disclose prior to the start of tt\l;l educational activity ff no significantfinandal 

reta.tiqnships, exist 
t2. lffaou1tymembersptesentatrnutup:leindependenteducatlonalattiviti.es, a separate disclosure formis required for each a~ivity. 
13. Implementation: 

AIJ iliternaroontent ,review staffand outside extern~I expert reviewer$ and faculty wm ·eomptete a Financial 
Otscl.osure f orrn. that conta:insJhe follpw!ng i~formatil;m: 

• The fol'ITI••shalI riote .1ne•••titl, .and••da.tfl of.the ~Uvtty •. ·•·as .we11 .. •i:is ·the name(s),•of the .·eommeroial 
supporter(s) asspciated With the aeth.tlty. .... . . . . . · .. ·· ... . .. ·. . . .. .. · .·. 

• The.fonnsnaU :&Qljcft i?tormationaboutthe financial irelafionship(s) ofthe·review~, facultymember, 
hlslherirnmeglate family tnta .. ... ..... . . . nt other hasw . cornmercial Sl.liPPQrter, 8$ well ll$ 
manufacturers of products ass~cia1 .. ·•·.·> .· .• theactMty ff rel ...... .. . lo _thelopic .of the activity. 

• If.no relationS:lllp ·e,dsts, thett1 $flall.~~.fJ bq~ t<> ch~kto.fh,~t ·effet,;t: 
• The ··ferm.shall 1.oUcit informaUon .from, tne.faeutty •• membe:r as.19 plan••to .agd1J~ss off~l,;3bel di$cussior1••or 

in-yestrgationa:l use of-adrug inhisl.Merpresen{atipn. 
14., TimeUrieJordisclos,ure ofJlnandal relc;1tionstlips; 

Confidential 

• lntetnal•.r!llviewerwureomptete lhe·•discl.<>sure form·upon emp~oyment 
• External ex:pert$will complete the dbctosure fomi at the time a-r.elationship With MediCom has 

been idenllfiel.:Ji. 
• Presenting faculty will be asked to sign IE!: disclosure form aftbe time of invitation ·to participate in a 

pl~nrted program. 
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Subject Content Without Commercial Bias Date of Origin March 2004 

Approved By Joan Meyer Review/Revision Date July2005 

To establish criteria, policy and process of implementation of content standards of CE activities in accordance with 
the ACCME Standard for Commercial Support; Content and Format without Commercial Bias, and the content 
requirements of the ACPE and California Board of Registered Nursing. 

b. Presentations and/or its related materials must give a balanced view of therapeutic options. 
c. Use of generii::: rn~meswitl related materials is required. 

• Related presentation all generic products contained within the 
presentation that are from several companies, as available. 

2. AU content from CE activities 
• Content must conform to the generally accepted standards ental design, data collection 

and analysis. 
• Faculty must attest to MEidi(:;orn ttiatthe p its related materials promote 

improvement or quality in health care and interest of a 
commercial interest. 

• Faculty must attest to MediCom that the presentation gives a balanced view of therapeutic options. 
• MediCom's internal and external reviewers must evaluate and attest that faculty presentation and its related 

materials promote impmvements or quality in health care and not a specific proprietary busfness interest of 
a commercial interest. 

• Internal and external content reviewers must evaluate and attest that the presentation gives a balancsd view 
of therapeutic options. 

3. Activities are not eligible for certification if the content and/or fo recommendations, treatments or 
manners of practicing medicine that are no1: wi,thi11 tt1e (jefinitiono :1r:e kno11vn lo have risks or dangers 
that outweigh the benefits or are known to be ineffective in the treatment of patients. Activities that offer 
recommendation, treatments or practice m~am11ens m.rtsideofthe de,finitior nursing 
education, or that have risks or dangers that outweigh the benefits or are e not eligible 
for certification. 

4. CE activities must be developed and presented utilizing the principles of adult learning, which includes thorough 
assessment of learners' needs and focus on participant involvement in the teaming process. 

5. Faculty selected to participate must be demonstrated thought leaders in the topic of the CE activity and must 
have demonstrated skill in providing education to adult learners. Faculty should hold advanced degrees in their 

Confidential 

area of specialty, and sho an academic or clinical setting. Faculty 
may not be employees of t · 
Faculty will be asked to provide their qualifications and educational background to activity planners for review. 
Faculty will be advised of content requirements in their faculty letters. 

SOP Content Without Commercial Bias 
Attachment B 
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6. hnedl(forn. may *qUcitthe review by.la'ln e:i;pert r~viewer; member~ of the MedICom Worldwide, Inc. advisory 
comm,ltteeprovide.oversight ofMediOQfn's Pf09@Illplann:ingand.design, A member,of tbe,advisorycommittee 
may be askEW to prpvide COllt!iW1t revie111 (qr seteqte~ Med!(}Qrn ~cijvffie~ Whenev$1' poS,Sible, advisory 
comrniUeememt>ers •. are .. a,sked.toreviewac.tfy'ii~es th~tf~ll•v.rithl1J.lheir.ar~•Qf clln~I .e~erti~e. 

7. The .• ciimical.pha: .·' s;ultard:pro,vides.CJVl;ff$ight.and. review of prqgrarn.p!lanning,·.de.sigl'} and in-depth 
content review of ctlvity, .and verifies that therproposei:tamouRts of pharrnacofogy hours and content are 
appropriateJor phtmnacy er~ 

8. The··e,xecutlvl:l.girector.~ill .. glvenoal •.• ap,prov.311 •• fortne •• a(;UVity•·•CQ11'tr;rrt •• ar1~ appropnate •.. creditlcontact•·hQUf 
designatlqn,indic.ating that thecontefltis deemed valid aoq Vvith!in the c:rifetjal: aS:,tated in this policy. ·This form wiU be ·signed by the e'Xecrutiv~(lirector. Jbis is contained! it1tfJe CE Planning document. 

; 9. EvJdern:e of valid content will be.placed.in the·activity file 1.1nt1er plann1ng, _ 

SOP C~mtent 'lVltl\out Cornmercial Bl21s. Page2of2 
Alttt(;hmentB Cohfidential P:age29 

Confidential TEVA_MDL_A_01855227 

P-29481 _ 01067



07300II.40

Subject Faculty/Speaker Selection Date of Origin January2000 

Approved By Joan Meyer Revision Date August2004 

To establish guidelines for the determination of qualitative and quantitative considerations in the faculty 
selection process. 

the topic of the CE activity and must have 
demonstrated skill in providing education to adult learners. Faculty should hold ;, in their area of 
specialty, and should be active in research or patient care within an academic or 
be employees of the commercial supporter of an educational activity, regardless of qualifications, Faculty will be 
asked to provide their qualifications and educational background to MediCom for review. Faculty will be advised of 
content requirements in their faculty letters sent by MediCom. 

Confidential 

1, F acuity must attest to Med iCom that the presentation content or content of its related materials promote 
improvement or quality in healthcare and not a specific proprietary business interest of a 
commercial interest. 
• Faculty must attest to MediCom that !he presentation give* a balanced view of therapeutic options. 
• MediCom's intemal and external reviewers mwst evaluate and attest that faculty presentation and !ts related 

materials promote improvements or quality in healthcare and not a speoitlc proprietary business interest of a 
commercial interest 

• CE activities must be develo~d and presented utilizing the principles of adult learning, which includes thorough 
assessment of leamers' needs and focus on participant involvement Jn the learning process. 

2, Upon selection and approval of the faculty, a letter of guidance is written to the faculty outlining 

3. bar must submit a CV for review. 
4. Each faculty member must complete and sign a disclosure form and attestation form. 
5. Those faculty members who do not complete required disclosure information will not be permitted to 

participate in the activity as planned. 
6. The executive director or designee will communicate direetly with faculty, providing each faculty member 

with written information related to objectives of the program. 
7. The executive director or designee will provide technical assistance necessary to prepare materials 

for presentation. 

SOP Faculty/Speaker Selection 

Attachment C 
PQge 1 012 
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II. Determination of Number of Faculty R 
program 1. 

2. The executive progmm. 
Oetennination will be based on number of topics, depth of aubjecl matter and anticipated duration of 
the program. 

3. MediCom will strive to maintain a ratio of at least one faculty member per every one hour of formal 
didactic lecture. 

HI. Program Evaluation 

Confidential 

1. A program evaluation fonn is developed for each activity, which is intended to solicit participant's 

2. 

3. 
results of the 

the end of each atti'lity. Each participant is required to 

4. A designated member of the CE staff will diRtd:ly monitor each educational activity. 

SOP Fac~ty/Speeker Selection 

Attachment C 
P11ge 2 of2 
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ExhibitB 

ACTIQ Risk Management Program 

Provider is awate ttlat ACTIQ® (oral t.ransmucosaf fentaoyl ~•tratej[C-H]was 

approy~d···s~bjecl.to•·•a·••Risk ... Man~g,ruent f'rO{;J[8A1 •.• (R.MP), The .RMP •. Jncludes 
key safety messages. that are essentiaHo the safe use of.thisproduct They are: 

• ACTIQls indk:ated onfy for]he management of breakthrough cancer pain 
in. patients•· v.,ith·nrt~Hg9a:ncit\,s·.wno,.are• alree.dy. rnr:;eiving and. who•are 
tolerant to .opi?id therti#PJl .fO[ the1r .. u11<k:rlyingJ1e-r~;ste~tcan.cet.paln. 

• ACTlO.is ·contraiodlc~ted l~ithe mana,ger11entof.apute ()fpostoperative 
pain,. beCqiuse iife--tp-rea~rnin~ hypoventflation co.ula occur at any dose in 
patient.snot.taking ehronic.oplates; 

• Thls ·.!produpt .• must notbe ... US§din .. Qpioid.nontol~rant patients. 
• :Patientsconsideredopioid tolerant .are tho,sewho lllj'.e.taking at least 6U 

mg·Morphinefday,so.t,ncgtransderniat•fentanyl/hour, ·or·~n•equtanalgesJc 
dose of anoth:r opi?i~ for a week orlonger; 

•• Instruct pa,tientsicaregivers that AC"IJQ can be fatal to a child, Keep all 

units from chil~ren and 9i~e!rd property. 
• ACTIOJs ·intended to. oe used only in the. car: of~<3ncer paUents and.only 

by oncolog1ists.an(ipain ,spcepiaf:i5t~wh9ar~.kn0Vdledgeable of and skilled 
in the use ofSchedu leH opioids to treat cancer r,aln. 
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FENTORA Risk Management Program 

Provider ls aware that FENTORA.1t., {fentanyl byccai fahlet) ![C7H} was approve.d 

subJect to ... a ·· Risk •··Minimi.~tit>n .Ac1ti9n•Plan •• (~'is,kMAPJ ..•• The ·.Ri~k~P··lnciludes 
key safety>rnessag.es that are ess~nUallo the safe use ofthis product. They are: 

• FENTORA. .isjnciiC(itgd ·fort~m~nagernent of brgakthroyghpain in 
paUents.W1th ca~ger wno areatreadyt@ceiv,ing.andwhoare toterant ·to 
c;,pioid••th~rapy•for fhfJir••Ynderlying.per:si$tent• 0pr1'eer·•pain. 

• FENTORA is contrai11dJcat~d iffthe1
• n1an~~eme:nt of acute orpostop9rative 

pain, l)ecause Ufe--threatening: hypQventilati.on could occur. at any dose in 
patlents not taking chronic opiates; 

• Thls product mustnot be used. inopioid•.nontoleraotpatients. 
• No tr1l$U$e. off1ENTORA .should occur.: 
• Unintended <acci~ental)' e~pos1.1re to FIE~TORA shot.did not occur. 

• Patiert{S consiger~cf uplC>id tnlemntare· tho~e .Wh9 are. takiogat Jeat1t 60 
mg or~lmorphinefday~atl~ast25 mcg, oftra.osderrnalfentaoyf/hour, at 
teast .. 30.mg Of••OX¥q()dC1ne da1lly,. ~t.teas(8 u,g of qra1 •.• t1ydromo~11hone dally 
or an eg~ian.atgesic do.se of anothe,n()pioi~ fora week or longer, 

• lnstrucofpatients/~regi\/ei~S th~t FEIN!ORA ca\fl be fatal to a child. Keep 

aU··.·.un.its·awtsy •• ffOm ... cni.ldrenand•.diiscard •. Prop.erly. 
• FENTORlt 1is •lntended.to ··l>e···used···onty .· inJhe··c•are.of•opioid .• tol1arant cancer 

patients and o,nly. byneaJthr ...... ·........ 9fa~iot1c1fs wpo are knowledgeable of 
and skilled inthe use of Scnea· opio:lds to treat.cancer pain, 
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October 10, 2006 

Bhaval Shah-Bell, PhD 
Cephalon, Inc. 
41 Moores Road 
Frazer, PA 19355 

Dear Dr. Shah-Bell: 

As an accredited provider of continuing education for nurses, MediCorn Worldwide, Inc. 
has recently completed a comprehensive needs assessment to identify the educational 
needs of professional nurses who provide care to patients for ongoing pain 
management. This needs assessment was compiled from the following sources: 

• Expert Opinion 
• Needs Asses$ment Survey 
• Past Participant Feedback 
• Environment Scan including liteJ:ature search 

Based on the identified educational need, MediCom is requesting an educational grant 
from Cephalon, Inc to support the development of a live symposium in conjunction with 
the American Society of Pain Management Nurses scheduled to be held in March of 
2007 in Dallas, Texas. In addition to the live program MediCom is requesting additional 
funding to provide enduring material support initiatives resulting fr-om the content 
developed for the live meeting in order to maximize the reach to nurses throughout the 
United States. The activities deacribed in this proposal include: 

1 Live Symposia 
2. Internet based activity hosted by Medsoape 
3. CD-ROM based on live footage accredited as a supplement in 

ASPMN Journal 

The total grant request to fund these activities is $366,210; please refer to the detailed 
budget section of this proposal for complete grant funding details of the individual 
educational initiatives. 

These scientific events will comply with all OIG, PhRAM, FDA, and ANCC regulations for 
industry-supported professional continuing education. 

Thank you in advance, for your consideration of this request. 

Respectfully, 

,.-, ~A ;JJ 
~r V 

?- C 

Joan Meyer 
Executive Director, Continuing Education 

MediCom Worldwide. Inc. 
101 Washington Street• Morrisville, PA 19067 • 215-337-9991 

Confidential Page2 
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Needs Assessment: 

Pain management encompasses various types of pain experiences throughout an 
individual's life cycle from birth to the end of life. Pain experiences may Include acute 
and chronic pain, pain from a chronic deteriorating condition, or pain as one of many 
symptoms of the patient receiving palliative care. The goal of pain management 
throughout the life cycle is same; to address dimensions of pain and to provide 
maximum relief with minimal side effects. 

Every day, nurses in all clinical settings work closely with patients who are experiencing 
various types and intensities of pain. Advances in pain management have given present 
patients and their families a variety of options that al low them a renewed dimension to 
the quality of their lives. Because of this it is important that nurses keep up to date on 
basic principles of assessment, pain management/treatment options and current 
pharmacologlc and nonpharmacologic approaches. 

To better understand the potential educational needs, MediCom Worldwide, Inc has 
utilized the following sources of information: 

• 2005-2006 MediCom Needs Assessment Survey 
• Consultation with Nursing Advisors in the Field of Pain Management 
• Environmental Scan 

o Literature Review 
o Pain Management Core Competency Guide for Nurses 
o Therapeutic Research Review 
o Consensus Panel Recommendations on the Assessment and 

Management of BTP 
o Position Papers on Chronic Pain 
o APS survey publications 

Literature Review: 

Pain management encompasses various types of pain experiences throughout an 
indiVidual's life cycle from birth to the end of life. Pain experiences may include acute 
and chronic pain, pain from a chronic deteriorating condition, or pain as one of many 
symptoms of the patient receiving palliative care. The goal of pain management 
throughout the life cycle is th the dimensions of pain and to provide 
maximum relief with minimal 

Classical pain catego nociceptive and neuropathic:, within 
and visceral. The experience of plex. Pain 

is modulated at several different central nervous system levels.(0
•
1 known to 

be influenced by past experience and cognitive function. Throughout the literature there 
is a general tendency to !'.P1,::1,.:::irA malignant from non-malignant pain however studies 
have demonstrated that there is no difference anatomically, physiologically, by 
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Confidential 

biochemical substrate or through mechanisms of nociception which justifies separating 
the two. 

Almost 50% of all Americans seek medical care each year for pain, making pain the 
single most frequent reason for a physician consultation in the U.S. Pain is inadequately 
controlled in ma nts_<1.2,3J In some patients the pain that was established 
at the baseline affecting quality of life and functioning, often even 
with drug therapy. Up to 86% of Americans suffering from chronic pain experience BTP, 
even when the persistent pain is well managed, yet it is often misunderstood aspect of 
chronic pain that requires a tailored strategy for care.<4

l 

Pain management begins with the use of appropriate assessment tools and includes 
planning, implementing, and evaluating a comprehensive treatment plan that addresses 
persistent and BTP. Persistent pain is present to some degree throughout the day and 
primarily is controlled with around the clock medication. However, it often is 
accompanied by episodes of short, intermittent pain, also known as BTP. Breakthrough 
pain is characterized as a transitory exacerbation of pain that occurs on a background of 
otherwise stable pain in a patient receiving chronic opioid therapy. Breakthrough pain 
typically is moderate to severe in intensity and can be triggered by various activities, be 
entirely unpredictable, or occur toward the end of around-the-clock medication. <5. 

17
· 

18
) 

Breakthrough pain or transient worsening of pain in patients with an ongoing steady pain 
is a common feature in most chronic pain conditions with involvement of nerves, 
muscles, bones or viscera. C

15> Although the mechanisms of spontaneous ongoing pain 
and intermittent flares of pain (BTP) may be difficult to separate, a recent study 
published in the anJmJmal c1f Pai peripheral and/or central 
sensitization ability) may play role in many causes of BTP. (SJ 

Despite the considerable variability in how BTP is defined, it is clear that BTP is 
associated with significant patient morbidity, including decreased functioning and 
increased levels of depression and anxiety. <7, 

0
> Breakthrough pain may also predict a 

poor medical o major component of the public health 
problem related , which has become a national quality of 
care issue and is a priority concern Agency for Healthcare Research and Quality. 

A wide variety of factors including inaccurate information, myths, rumors, fear and 
cultural issues contribute to inadequate pain management 
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Barriers to recognition in the treatment pain are numerous despite multiple advances 
in the field. Nurses may have incomple1e or inaccurate informa1ion about the following 
variables which contribute to ineffective pain management 

• Definition of pain and how patients demonstrate their pain 
• How pain is ass,esi;;ea and managed 
• Use of opioids and fears associated with dosing 
• Cultural norms as it relates to expression of pain 

Investigating the continuing education needs of nurses and the impact they have on the 
interdisciplinary team review of the literature reveals that the majority of patients do not 
receive adequate pain mc:mage:ment Mjrthis a11dmi~;in1'orrna1tior1 ma ontribute to 
ineffective management strategies. Some common myths include: 

1. Too much pain medication too frequently constitutes substance abuse, causes 
addiction, will result in respiratory depression or will hasten death 

2, Pain should be treated, not prevented 
3. People in pain always report their pain to their healthcare provider 
4. People in pain demonstrate or show that they have pain-pain can be seen in the 

patient's behavior 
5. level of pain is often exaggerated by the patient 
6. Generally a patient cannot be relieved of all pain 
7. Some pai I p;;1tier1t's symptoms are not masked 
8. Newborn1 i do not have pain 
9. It is expected that the elderly, especially the frail elderly, always have some pain 

Because of multiple barriers to adequate pain management, all patients are at risk for 
under treatment of pain. Since pain is identified and reported primarily through patient 
self-reporting, difficulty in communicating increases the patient's risk for under-treatment 
Clinicians should address persistent and BTP as distinct entities to accurately assess it 
and develop appropriate pain management plans. 

choice of therapeutic agents for many patients with unrelieved chronic pain is 
opioids. As a class, opioids have proven efficacy, not only in providing meaningful 
pain relief to many patients, but also in improving functionality.(rn. 11> Opioids offer 
pharmacologic advantages through the availability of diverse formulations and doses 
that provide significant flexibility when tailoring a therapeutic regimen for the chronic 
pain patient. 

Clinicians need to understand the pharmacokinetlcs, pharmacodynamics. and 
pharmacogenomics of opioids to appropriately include them in treatment plans, including 
multimodal therapy.19•14

> New formulations and new delivery systems are in various 
stages of development, with an aim to offer even more options to clinicians to further 
advance patient care. The core principle of opioid analgesia is a balanced and 
responsible approach that allows appropriate access and minimizes potential risks for 
misuse and side effects, while providing pain relief and restoring functionality.110

·
11

·
14

> 
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Consultation with Clinical Experts: 

April Vallerand PhD, RN, F'.AA.N 
Associate Professor 
Wayne State University 
College of Nursing 

Steve Stanos, 00 
Medical Director 
Chronic Pain Care Center 
Rehab Institute of Chicago 

Daniel M Gruener, MD Candace Coggins, MS, MA, CARN, RN-C 
Metropolitan Jewish Health Systems 
Brooklyn, NY 

Clinical Assistant Professor of Psychiatry 
Jefferson Medical College 

Immediate Past President-Elect of the 
American Society of Pain Management Nurses 

Major issues discussed 

Peggy Compton, RN, PhD 
Associate Professor 
School of Nursing 
UCLA 

• Practice setting for nursing; the role of the nurse based on practice setting 
• Assessment tools available 
• Continuing educational needs of pain management nurses 
• Communication techniques; assessment intervals; recognition of BTP 
• Pharmaoologio management; non pharmacologic management 
• Fears and misconceptions 
• Preferred source of continuing education: live, web based, journals 
• Interdisciplinary teams 

Conclusions: 

• Pain management nursing encompasses a wide and diverse range of practice 
settings each with their own unique needs 

• No formalized training programs to educate nursing students on multi faceted 
issues relating to pain management assessment and management. Training is of 
a fundamental nature during course of study. Nurses rely on continuing 
education opportunities to seek advancement in skill and knowledge 

• Assessment tools available to nursing professionals are adequate; education on 
the use of these tools are what's needed 

• Myths and misconceptions still abound relative to utilization of opioids 

• Fear of over medicating; loss of functionality 

• Hesitancy to utilize adequate doses of meds for fear of abuse, addiction. 
side effects 
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• Ongoing communication with patients; knowing the right questions to ask in the 
assessment process in order to accurately assess pain states and the impact on 
successful pain relief 

• Maintaining and enhancing functionality very important to nursing goals tor 
their patients 

Needs Assessment Survey/Past Participant Evaluation Outcome: 

To further define the educational needs of clinieians, MediCom conducted a review of 
325 nursing professionals perceived continuing educational needs. The survey provided 
data re~;ar,din,g clini,cia1ns'toi> in1 and ether details 
regarding continuing education . topics that the 
respondents view to be the top 10 highest interests and need and ranked priority of need. (19

> 

Educational Assessment of Needs 

Women's Health Issues 

General Pharmacology 

Cancer Care 

Pain Management 

Geriatric Care 

Opioids 

Psychiatry 

ADHD 

Sleep Disorders 

Abuse and Addiction 

High 
Priority 

X 

X 
X 

X 

X 

Moderate 
Priority 

X 

X 
X 

X 
X 

Low 
Priority 

NA 

Specific topics of interest related to pain are evaluated on an ongoing basis. The 
following information is a summary of completed survey reports from 2005 through 2006, 
year to date. Total number of evaluations completed were 1265; of those returned 
approximately 41 % were from a healthcare professional in the field of nursing i.e.: RN, 
LPN, NP<19J 

Topics of Interest 

Acute Pain Management 

Chronic Non Malignant Pain 

Cancer Pain Management 

Pharmacological Advances in 
Pain Management 

, Addiction, Abuse 

No Interest 

10% 

6% 

20% 

3% 

16% 

Confidential 

Some 
Interest 

30% 

16% 

35% 

15% 

31% 

High Interest 

60% 

78% 

46% 

82°/n 

53% 
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Conclusion 

Effective pain mt.i!nagement by nurses · requires them to have an understanding of the 
biologj,cal basisQfJhe pain int1etventions vihieh may be ll$Sd to controtpa1n. l'n 
addJtion an emphasis on a eqrnplete and onJJoing painassessment JsparafTlountlo 

developiog.a.compreih.ers.1ve.treatrn.~~t.plan.B~sed .•• onarevieV1 ••• offllelit,eraturel 
needs assessment surveys as well ~$ ipput fmmc.H~ical exp$rt~Jhere,isacontinued 
need to provide aJ)latformfor nurses to gaiuthe mostupto dateJnformationrelative 
to the issues anti challenge$ of managin,g patiehts with Chronic pain. Nurses are an 
instrumental men1ber o•f t tieJnterdiscipUnaryJeam and have a grealneed to 
understand the .newer trends in pain management a13wellas no¥el artalgesic <ieiivery 
systems arriving on to the he.althcarltarena in pr~er tQ impaptpain care and. promote 
a• successfut outc.ome ·of sustained paint relief. 
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Program Overview: 

Pain management encompasses various of pain experiences throughout an 
individual's life cycle from birth to the end . Pain experiences may include acute 
and chronic pain , pain from a chronic deteriorating condition, or pain as one of many 
symptoms of the patient receiving palliative care. The goal of pain management 
throughout the life cycle is the same; to address the dimensions of pain and to provide 
maximum relief with minimal side effects. 

Almost 50% of all Americans seek medical care each year for pain, making pain the 
single most frequent reason f · the U.S. Pain is inadequately 
controlled in many of these pain that was established at 
the baseline examination persists, affecting quality of life and functioning , often even 
with drug therapy. orei, suct1 p;atiEmt1nr1ay al~m experience breakthrough pain 
(BTP), which 95% of all patients with pain, depending on the population 
surveyed and the definition of BTP used.<1

,
5

·
7

•
18> 

Despite the considerable variability in how BTP is defined, it is clear that BTP is 
associated with significant patient morbidity, including decreased functioning and 
increased levels of depression and anxiety. Breakthrough pain may also predict a poor 
medical outcome. Breakthrough pain ls a major component of the public health problem 
related to the undertreatment of pain, which has become a national quality of care issue 
and is a priority concern of the Agency for Healthcare Research and Quality. 

Every day, nurses in all clinical settings work closely with patients who are experiencing 
various types and intensities of pain. Advances in pain management have given present 
patients and their families a variety of options that allow them a renewed dimension to 
the quality of their lives. Because this it ls important that nurses keep up to date on 
basic principles of assessment. pain management and current pharmacologic and 
nonpharmacologic approaches. 

These symposia will review the major clinical issues related to persistent pain and more 
specifically BTP including recognition and impact; pharmacologic and nonpharmacologic 
therapy; expert treatment guideline recommendations will be reviewed. Cases will 
presented guided by a clinical expert in pain as seen through the eyes of a pain patient. 
It is our goal to provide participants with practical information and data that can be 
applied in daily practice, to provide the tools and skills required to assess patients, and 
determine the appropriate treatments for each individuals own unique pain management 
needs. Breakthrough pain is a common problem affecting the quality of life of patients. 
Improved management of BTP is contingent on accurate pain assessment, optimum use 
of analgesics, and patient education. 
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Program Title: 
Assessment, Diagnosis and Treatment of Breakthrough Pain: Breaking 
the Pain Cycle 

Program Objectives: 
Upon completion of this activity, participants should be able to: 

1. Summarize advances in understanding and management of chronic pain 
a. features, types and definition pain; acute, chronic 

a 
b. Recognize BTP; read the signals in your patients 
c. Identify tools, questions and communication techniques that are 

designed to improve patient/healthcare provider dialogue 
d. Outline current guidelines available which impact 

management of BTP 

2. Define and manage the pain cycle 
a. Summarize current and emerging pharmacologic and 

nonpharmacologic treatment options for BTP 
b. Evolving options in opioid therapy: Timing of pain dictates timing 

of treatment 
c. Challenges and opportunities relative to opioid therapy in treating 

patients with chronic pain 

3. Identify effective clinical strategies and treatment options which 
riate assessments and tools may be 

practice setting 
Utilization of pain dairies to assist in identification and optimal 
treatment options; The Patients Story 

b. Summarize goals of treatment 
c. Guidelines in managing treatment 

Faculty: 
Steve Stanosi DO 
Medical Director 
Chronic Pain Care Center 
Rehab Institute of Chicago 

April Vallerand PhD, RN, FAAN 
Associate Professor 
Wayne State University 
College of Nursing 

Candace Coggins, MS, MA, CARN, RN-C 
Metropolitan Jewish Health Systems 

Imm President-Elect of the 
American Society of Pain Management Nurses 
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Nursing participants attending 1he American Society of Pain Management Nurses Conf'Brence 

Target participation: 500 attendees 

CE Provider: 

The symposia will be accredited by MediCom Worldwide, Inc. in joint sponsorship with 
the American Academy of Pain Management Nurses 

Each activity will be approved for two contact hours. 

Format: 

Live symposia held in Dallas, Texas in conjunction with the American Society of Pain 
Management Nurses Conference. Program will consist of live didactic presentation in 
addition to integrated immediate learning assessment activities captured via audience 
response systems. In addition, of pain 
experienced through the eyes will be 
formatted to allow for additional enduring self study adaptation; andur,ing material will be 
developed for internet access via Medscape as well as CD-ROM adaptation to be 
distributed via American Society of Pain Management Nurses journal. 

Enduring Material 

Symposium adaptation: 
onlina accredited 
streaming video 
program 

Symposium adaptation: 
accredited monograph 
series 

Symposium filmed and edited into 
accredited streaming video posted 
at Medscape. corn 

Symposium accredited monograph 
series distributed as a journal 
iupplement to the ASPMN 

Confidential 

Medscape nursing 
eNewsletter subscribers: 
270,000 nurses 

ASPMN journal: 2,500 pain 
management nur:ses; 
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Distribution/Invitation Process: 

Live Event 
The live symposium will be announced and promoted the use of approximately 
2,500 printed invitations via direct mail to all members of merican Society of Pain 
Management Nurses followed by a secondary mailing of approximately 650 to all those 
pre registered to attend the conference. 

Request for Sponsor Support Live Event 
As a supplement to these primary methods, MediCom Worldwide, Inc may request the 
assistance of Cephalon, Inc. in the dissemination of informa1ion regarding this program 

responsibility of Me tion be as a supplement to 
MediCom's primary methods of announcement and promotion. 

Enduring Material 
Medscape Distribution Plan 
Activity posts online 8-12 weeks following the live event 
Medscape educational activities are cross posted to all relevan1 specialty areas and 
audience types. 

All formats are posted, archived and searchable on Medscape for a 12 month period. 
Drivers to content include features on the following areas: 

Specialty relevant Medscape Homepages 
CE center on relevant specialty 
Email newsletters 
Medscape search engine 

Online promotion reminder emails and links in relevant specialty homepages 
Reach: 770,000 US nurses 

ASPMN Journal Supplement 
CD-ROM format is to agged as a journal supplement in association with the 
American Society for agement Nursing Journal. 

Supplement to be distributed in conjunction with the September Journal via direct mail to 
approximately 2,500 ASPMN subscribers. 
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Live Event 

Medscape Activity 

ASPMN Journal Supplement 

ASPMN Activity Tim,eHne 

2007 

Lunch Symposium, March 25, .2007 

Medscape activity release date, June 25, 2007 

ASPM N Journal Supplement release 
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MediCom Inc. Policies: 

Conflict of Interest Identification and Resolution 

MediCom Wor1dwide, Inc is in full compliance with all rules and 
the ACCME in the revised Standards for Commercial Support. 
those in position to control content as faculty, authors, presenters, planning committee 
members and all those internal staff who are in position to write, alter or impact the 
content of a CME activity. 

All members identified in the planning process must provide signed disclosures to 
MediCom prior to the planning of the activity. 

When individuals in a position to contFol content !'lave reported Finam:ial Relationships 
with one or more commercial interests, MediCom works with them to resolve such 
conflicts to en:sure tlhat: ti is free of commercial bias. The following 
mechanisms have been resolve conflicts as identified: 

• Peer review of content by external reviewer 
• Content validation by external topic expert and internal MediCom clinical 

editorial staff 

MediCom Worldwide, Inc. Disclosure Policy 

(Attachment A) 

MediCom Worldwide, Inc. Content Development Policy 

(Attachment B) 

MedlCom Worldwide, Inc. Faculty Selection Polley 

(Attachment C) 
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Post-Activity Reporting: 

Course evaluation forms will be required for all participants who seek to receive 
continuing education credit. MediCom will summarize the information collected in a 
formal report to evaluate program effectiveness and participant learning. 

Participants will evaluate the following components: 

1. Overall content 
2. Faculty teaching effectiveness 
3. Format 
4. Usefulness of information 
5. Relevance to practice setting 
6. Fair balance 
7. Impact to the care of the patient experiencing pain 

In addition to rating scales participants will be asked to participate in pre/post testing 
scenarios as a measurement of learning. Learning will be analyzed based on self
reported changes in knowledge or peioeptions by the participants as a result of this 
activity and how well he or she will be able to apply leaning to a specific practice setting. 
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ASPMN Accredited Satellite Symposium Plus Enduring Material Options 
Proposal Overview 

Satellite symposium Three.speaker 
at 2007 ASPMN, accredited live 
interview 

Symposium 
adaptation: 
accFedited journal 
supplements in 
ASPMN Association 
journal 

Symposium 
adaptation: online 
accredited streaming 
video program 

symposium 

Symposium filmed and 
edited into accr,dited 
video-based CO-ROM 
distributed as a 
polybagged journal 
supplement to the 
ASPMN journal 

Symposium filmed and 
edited into accredited 
streaming video posted 
at Medscape.oom 

500 ASPMN members 

ASPMN journal: 2,500 
pain management 
nurses; 

Medscape nursing 
eNewsletter subscribe!'$: 
270,000 nurses 

Direct Costs 

Indirect Costs 

Total 

Direct Costs 

Indirect Costs 

Total 

Direct Costs 

Medscape 
Hosting Fees 

Indirect Costs 

Total 

$94,110 

$73,200 

$167,310 

$43,500 

$26,250 

$69,750 

$3,400 

$100,000 

$25,750 

$129,150 
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MadiCom Worldwide, Inc. 

Morrisville, 

2007 American Society of Pain Management Nursing 

$ympQIIIUm AbndNI 625 
Dl111ct mall lnvltatio~• to be11th ca111 proi..11oci1I• '4,000 

Approval Signature Date 

Note: no work may begin until MeaiCom receives, via email or fax, this approval with signature 
a.nd dat;e 
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•~~., MedlCom Worldwide, Inc. 
1 101 Washh1gt¢riSireel ll Motiisvilfe, Pertnsy:1vania 190fJ7 

2007 Arilerlcan Soctety of Pain Management Nursing 

,Dln>ct mail Invitations. 
Olract mall'i/lvif/ltioqs, mailed to registered meeting attende.es:lncludes printing;,;f!Jlieloi;ment pf 
.database emailhOl!lllpage for regfa(r.allon 

Oifl)~l .mllll ,U$l t-Wrch11se 
Mah S<irvii:ei, pQ$fl!g~, Jl'~<ma, la>!, am11lI iii9ls~ndion 

l11';1~des a1Sll'mbly, mallc services ancl p,u;tag;e. Follow up recruitment.per phone, tax, trns[I 
lnvi\iitlon: tl®r'<l_t<>pf~dv•rtis&.mtnt fe'e 
Part1c1pa11t ha<iuquts 

lnctudes prtnttng of participant workboo'k; will incl\Jde accredilation informatton, speaker· biographical 
and disclosure lnlomlalion, agenda, and symposium graphics; ,total q,uantily 525 color <:ollY 

Po,iG~ •dverttument mate11a1s 
Faculty ,xpenses 

H_on.oralla: 
Nursing Expert$ {2l 
MOExp¢ (1) 
Tr.i,:el (3 faculty memJ:lersJ 
Accommodations (assumed one night stay) 
Meal expe11se faClllty 
Ground tra11sport11ion 
~oomRenlal 

: Ciiierin,g provided: by ASPM('l up to 500 att&nd·eas-; .anumed. ,ovarii9,, amount of so atte.ndees 

A'udle:nce RHponse Sy$ltll'l 
Onsit& equlpme~t rontal 
Audlolvltua l services: !Basic AV provided !ly ASPMN; 11peharge reJ'a\ed 10 addltlonal AV 
,requfremen,b 
:MecliCotn expenses 

NrtraveJ 
Accommodations 
Me.sis 
Grollf1cl transporta\f.on 
OOP 
Tr~ve.ltexpense mm Cl'ew, produclion 

Shipping/Fed Ex 

Confidential 

$ 
No charge 
$ 

$ 
$ 
$ 

$ 
$ 
$ 

No charge , 

4,000 

1,560 

:;,,wo 
1'! ,500 ' 

2,400 

3,000 
2,500 
1,800 ' 
1,500 

300 
525 

3,500 
5,750 
4,500 

2,000 

1,200 
1,600 

300 
350 
75 
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MediCom Worldwide,. Inc. 
101 WashingionStreet 
Morrisvme, Pennsylyanla 19067 

2007 American So-C!ety of Pain Management Nursing 

Includes (aw[ty fl,criltuwni. <11Wr!da @Q!tjfnaUon. QQon:116\!li!l!'l.wifh ao59ci~J1m; 
coordlnattonwllhV!!nuei patfil;l,paotwti'tiilment: O®rc]/l;!l[Qtl'Ofti!lning dtpatlentvldeo ease study 
equipment renlal;a.ctor::studo rerilalfli6frung;editihg:?rorJ!iction O(¥id'eo c.i11e ,xes~illl! lQII 

Omsite• filmln,g of entire ilve event; include:; interview $egMtnt!i w[tll\ ptesentl!I'$ 
l}jjvalopm"nt Edlmrlal 
ln~udei; l)r~Slllll <1tki~ sli!je$ xa fa,::µ lty apprQ~J/25 slides; e;litorial content review; 
raf&rllr\do 1'1Mf!i<:t d18llilili~1 design and rorrna1 
Med!Com 011-<Sil.i •ympos;1um c01>rdl11atJon: 2 MedfC.orrutatl' 
G~pnic design 

ccnidltatk!i, 0f pri,gram for CNI; cool;dlna!ect In conJtmctlon wit!! ASP MN 
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t5,000 
10,000 
5,000 

3,200 
Z.Si'JO 
2,500 
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MediCom Wor1dwide, Inc. 
101 washington Street 
Morrisville, PA 19067 

Multi-Media Online Adaptation from Live Symposium 
Hosted as Internet Activity on Medscape 

Program Description 

This proposal is for a multi-media online streaming video adapted from a live symposium and accl'tldlled for self-study fur 
nurses. The self-study program will include: (1) live footage of speaker presentations; (2) all graphic images used in ths 
presentation,, lndudlr,g animations of grlilphs and chart:-.; (3)oontent lo be posted on line via Medscape 

Approval Signature Date 

Note: no work may begin until MediCom receives, via email or fax, this approval with 
signature and date 
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Confidential 

MediCom Worldwide, Inc. 
10'1 Washington Street 
Morrisville, PA 19067 

.M.uJti-Media Online Adaptation froltl live Sym posrum 
Hostedaslnternet Activity onMedscape 

Includes creation of graphic user interta.ctt; coordination with speaKe~ lorinterviewsegm.ents; 
coordination w,Uh speaker for final review 

Programming 

Accreditatlonofpr<>·gr•mforCNE 
Data rnanage.rnent 

Includes management of participant database, data .~n.,;1{ysis, qua'fterfy ~ports. final sumrn~uy report 

Confidential 

$ 

$ 

$ 

5,000 

5,000 

750 

5,000 
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MediCorn Worldwide, Inc. 
1 o 1 WashingtQP Str-eet 
Morrisville, Pennsylvll!nia 19067 

Mufti••Media CO-ROM Adaptation from Live Symposium 

Joumal Supplement in ASPMN Journal 

Program Oescrlptlon 

This proposal ts for a mum-media GP-HOM adapted from a l ive symposium ,md accredited forself-studyJor flUises,. The 

CD-ROMwiH include: (1i) liye footage of speaker presentatlonsH2) all graphr.c images used in ithe pre®ritatlons, including 

animations of graphs and charts; (3}Jext andtor PDF files of all programsupport .aud CE-reJi!led infQrmatlon. Clinicians 

wjlJ request C>!:. cerljficates t.isfn9;Jnee® l?Sed •• self;1:1ssessment1pr?gram. evaluation fqrrn .• Oistrlbµtion• metlJod .via 
polybagged supplement h; the ASPMN Joµrnal following Uve adivlty in 2007. Budget allows for an additional duplication of 

509 CO'swhi.cti could be dtsbibu1edbased QI"\ request 

Approva1•· s1gnature Date 

Note:nowork ma.y. b~gin untilM;$diCon1 receives, v"l:a email or fax,.thls approval with 
slgnature .and ·date 
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MecliCorn Worldwide, Inc. 
101 W:ashingtor:i Street 
Morrisville, Pel'\fl$ylvan'ia 1906,7 

Multi;.MediaC.~"'ROPJ1 A.da.~tatlonfrom LiVe Symposium 
J·oumal Supplement in lASPMNJournal 

lincluues .• prinUng of program insertoontainlr'19. self-asse~sment questions ... .iccr~ditation rnformation 

anu program ev;;i!ll_j1i1(1011lfQirn; . ...... .. • an .· •. ly oHuU-colot, vamis!Jed OiscPal< style m~Uer 
with four-color covet f◊Jt CD plus Ins rt; ,s een of CQ tatiels; dupnoation of CDs; .iscSembly; 

shrinkwrapping for pollyijag 

Speaker lloJ1or11rh1: P.:>$Hr.y111pos1umlntervl~s S 

Printing of BRCs; quantity ; ~500 $ 

Retutn p0$~efotB.RCs~eturnli!d tQMed:ICom (estimated! return of 500 8RC!!i) 

PO!$i..9efbr malling .CDs .out ln responseto 8RC&; quantity: 500 

lntludes ,orea\lon of graphic· !ll'lim11ted CD user Interface; coordlnaliari WithJaculfy and Journal staff: 

dE!~ign, typsetUng arid layout; proofing 

C:D-ROM produethm $ 

Includes. programming, prodyction of duplication rn.ister 

P.cereditation ofprogratrrfor CNE $ 

Confidential 

3.000 

2,000 

1,500 

500 

7,500 
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Budget; 

LiVe.Activity: 
M.edscape,P..~thtity: 
A:Sf)M1N .. Jouroat···s,upplem.ent: 
Total 8udget; 

$167,3.10 
$1i29, 150 

$68,750 
$,366,210 

Budget Reporting and Rec'onciliation: 

Appropti~b1: .Ose of Commercial SuppQrt; 

a. Funds> should be in fhe form of an educajtionctl grant ma~e payable, to 
MedICprn Worldwide, !,nc. 

b. No other .. funds from Cephalon, Inc. will be paid lO'the program director, 
faculty, or ·Otbe.rs involved wit:h tlle CE activity (additional honoraria, extra 

social events, etc.). 

C; MediCon, Wor:ldwide, Inc. wm.. furnish the oommerclat interest wlth 

documentatir.m . detailing lhEJ receipt, and expem:Hture of the commercial 

supportwithin .~O gays of activity ·completion. 

P~yment Structure: 

113 due upo:n signing of agreement: 

113 due 1st quarter 2007 {March 1, 2007): 

Final 1f3.due 2Mqu,arter20O7(.June •1, 2007]: 

Confidential 

$122,070 

$122,070 

$122,070 
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Confidential 

UF~t 
disclose specific information t · 
sponsored by M~d:iCom Worldwide ed Standards for Gommereial Suppqrt; ACPE's 

Criteda for Quiality arid Interpretive Guidelfnes; California Board of R dards and Gu,:delines. 

This includes (a) sponsor ftnancial relat1onshrps, (b) faculty and family nt oth anclaJ relationships, 

(c) discus1>ion of unlabel.ed or unapproved uses of drugs . As an.approved provider, MediCom 

Worldwide, Inc. is r-equired to collect information from in . ·. have an opportunity to affect the CE content 

about products or services of a commercial interest with wi11!.Ch he/she ha.s a financial relationship to allow a 

. dsterr:nln~~ion :to be __ 11nad.~. as t9: w~et'h~tj!'t~t,,,-efcl~.9hS:~}Q· n)~Y C9~stt\ulft_a, confil.tct of' int~rest ·th~t rn.uS:~~e 11esqlvl;ld. 

CE programs approv,ed for CME'ICP 
reviewers and identified faculty members. 

. ' r pr~ientfrig e~ucatiOn~il cont~nt at 
elusive of MediGom' advisory committee members, clltiioal content 

2. MediOom Worldwide, Inc. requires ,all those in a position to control content to provide specific information to 

CE participants. 
3. MediCom requires faculty to provide specific information to CE participants. Disc:losure is required in two areas: 

• Financial Relationships - faculty must disclose any significant relationship between 

themselvesls.lgnifiscant othefs and (a) the oomrnercia rter(s) of the program, and (b) the 

manufacturer ofsny p(oduc,t i ln the CE pro · or rel:ated to the topic of the event. 

Information reported $hall in . cial relationshiips ill place over the preceding twelve-month 

period. If the 'faculty has, nothing to report, that information must be indicated. 

• Discusskm of Unlabeled Us~ - P:aculty must disc<lose in writing and communicate in writing through 

course materials, that a product ls not l:abeled for the use under discu0ssion or that the product. is stilf 

investigational. and not approved fur Qse in the United States. 

4. Faculty are required to complete the MedlCom Worldwide, Inc. Faculty Disclos,ure Forms, and Attestation 

Forms prior to the program ,deyeJopment process. 
• (Required forms attached) 

5. Disclosure Forms must be, cortnplefced and returned to MediCom prior to. co:ntent development Faculty refusing 

to disclose may not parti speaker for program in which disdosute, was not obtaiined. 

6. Potential confiicis ohnterest losed will be reviewed by MediCom and must be resotv~d prior to the 

educationa!I activity. 
7. Once a co.nflict is identified, a cont~ht veilidat:ion process is init·lated to ensure that the content or format of the 

CE activity and ,related materials will promote improvements or quality iin, health care and not promote a specific 

proprietary business f:nterest of a commercial interest 
8. MediCom :conducts an unbiased re'Vi,ew Of a:11 planned eonten:t for activitles certified for cre.dit to resolve any 

actual or perceived conflict of interest that exists. 
~. Faculty must disclose to p.artiolpant~ prior to the start of the educational activity the existence of significant 

situations where ·a direct comn:ierciaj support relationship exists with the educational activity. 

SOP Disclosure 

Attachment A 
page 1 of2 

Page 26 

TEVA_MDL_A_01855257 

P-29481 _ 01097



07300II.70

Confidential 

10. MediComqisclosesfhe followin~tlnformationto learners:1}the natnebfthe·individual, 2) the nameofthe 

comrnercial. intetest(s}, .amt·J) the nature. of the .relationship .. the .individualbas .. With ... the commerciaf · •. interest. 

MediComalso discloses· tojearnerstllE! name(s)ofcomme:rclatinteriastss1.1pportipg each•CE activity, 

Fac1;1lty . disctosureis •. wjll. be .dci9vm~pted•andayailabh: .to ;;i,11 participants via writfen .partidpanthandout 
inforrnat.lon Le.; syUabi, introd1uctory slides,, wotkbr:>()ks. 

• DiscfpsurewiU. ~e mclde,avaUable to audience, at the start of each activity. 
11. Faculty must also disclose prior tothe .$tart of the education:al activity if no significant financial 

relationships exist. 
t2. l.f faculty membe11Spresent atmuUip'leJm::t•ependent educauc:mal activities, .. a s.epara~e disclosure fomi is required 

foteach aciMty. 
13. lrrnplementatton: 

AU fntemal conte11t.review:staffa11d9utside external expert reviewers and faculty will complete a Financial 

0.isclosute .. ForA1.that ...• c<>n~iQsith~ •• foiloWing·•ir1f9rrnatjon: 
• The fo.rm · shaU noteJhe title anti date. of the activity, as wen ,as the name(s) of the c:orrunereial 

supporter(~) ai:;sqciated. wit~ .the .attivity. 
• The forn,/shall ·solicit lnforn,atlon·about·th.eJihancial ·relafionshlp(s). of•the.•reviewer, facult}'member, 

his/her imm~f?rte famfly rnemt,er orsfg,ni.,cartl other has with any comm:erciatsuppqrter, as wellas 

man1.1faqtpreri,of•~roduct~•·a!.:!soc:i~ted•Wltti·•the •• actiVity •• or.related •.. to.•thetoplc .. of•the.•activity, 
• ff J1.o: relationship etei~s. tnete. s.~all. be a bo:x to cnecktCJ that ~ffect 
• The fo!Tll shaR solicitiilfoflflationJrom the f'ac4lty member as to plan to address off-label discussiOn or 

Jnvestigationalus•eof a, drug irthis/herpresentation. 
14: Time:line•fOr .discfosure .. of finam:iatrerationsiiips: 

• Infernal re,vi~werwillc6mpJete the tllstlosure form upon employment. 
• External e,xpertsyvill completetf'le dfaclosure form attlie time a relationship with MedJCom has 

been identified. 
• Pfese.nting facultywiff be asked to sign a disclosure form atthe time of Invitation to participate in a 

planne(iprogram. 
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SubJect Content Without CommercialBias Date of Orlgln March2004 

Approved By Joan Meyer Review{Revis.ion Date July 20,05 

Signature Approval Date October 2005 

Purpose 

To estabUsh criteria; policy and process ofimpleme11taticmofcontent standards .of CEactivitie.s in aecordanc:ewith 

the ACCME: Standai'dlJor Cornmerpal £:i.1,1pport Oont~nt an.d Format w:ithout Commercial Bias., and the content 

requirements of the ACPE and California Boacrd9fRe9istered Niursing, 

Policy 

1. Mi•• .tll •. m .. ?r~ ,,. i, . ... Pl~ n~a: .. <·· · to . i .. fl¥1lytopeoe < Jt:t pyftl!8£1S~n,? g onstt: 
dooutrnentatiori. th~t•the.:90nte.nl or fonnal~fa: c;.e: acUvityadnere.s.krthe .follo:wing c;riteria: 
a. Rresent~Uons and/or Its related matedals. must promotel n,provements orquali!ty in haalth care and not a 

specmc proprietary ,businessJnterest ofa. commerciaUoterest. 
b. Presentettions and/qt its related rnateri~ls must give a balanQed view of therapeuticoplions; 

c. Use .of generia n<!meswithlnttie bQdy ofthe.present~tloh or its re.latedmaterials is required. 

• Related ptese9t~tion mat~rl.c:1ls may cogtain tr<:ilde J1 ···. for all generic· products oontained vvithin the 

presentaUonJh.a:t ~re from several cqmpani-es, asa ···. ·· le. 
2. All contentJrom CE actiytties VVilf ijr~erg~ contEintvaUdatfon process. 

• Content m.4st conform to the. generli:lllY accept~dl standards of experimental desl,gn, data collection 

aM analysis. 
• Faculty must {lttest'to MediComthat the preser,talton content oreQntent of its rel9ted materials promote 

improvement or qu;;lity in heaith care and ndt a specific; proprietary :businessJnterest .of a 

commercial Interest. 
• Faculty must attest fo rv1ediCom that lhe (Jresentation gives a bal;mcedview of therapeutic options. 

• MediCom's internat.and E.lxternal: reviewers must evaluate and atte~t.that Jacuitypreoontation andJtsrelated 

materials promote ,improvements or quality in oealth care and not a specific proprietary business interestof 

a commercial i:t1terest 
• Internal and external .contentreviewers mu:st evaluate and attesUhat the preseritationgives a balanced view 

of therapetnic s. 
3. Activit:ie.s. are not . ··• •··· .. for certification Uthe content and/or format promote recommendations, treatments or 

manners of practidhg medicinethatare· notwithin the deflnillon of CME or are known to have rtsks or dangers 

that oul!Weigh t.he benefits orare. known \o be ineffective in:the treatme,nt of pi3tients, Activities that o.ffer 

recommendaUon, treatments orpractice manners outside of the definition of ,contlnuirig pharmacy or nursing 

education, or that have risks or dan91ers thaf outweigh fhe belle.fits or a:re known to be ln,E;!ffective are not eligible 

forcertrfication ... 
, 4. CE activities mustbe devefo;ped ar,d pres~nteq utmzing the principles ofaduU learning, Which includes thorough 

assessrnent ofJeamers' n~eds andfoous on partic;;ipant invollvement in the leari,ing process. 

5. i:=aeulty serectea tp partidpafe n,us1 bedemon~trated thoughtteaders ih, ~he topic of the CE activltyand must 

have demonstrated skU:i in providirig education to adult learniers. Facultyshou,td hold advanced degrees in their 

area of speda'lty, and should be active in researclror pa.Uent Q.3re within an academic or cliuica1 s~ft.ing. Faculty 

may not be employees Qf the commercial suppqrter ofan educa~icma! ~ctivity, regardlesf! ofquallficatron. 

Facultywm be askec.Uo provide th-elr qi.ial,ifiC13UOn$and eoucafional, paekgrouod to activity plann:ers for review. 

,Faculty will .:be advtsed of contentrequirements jrttheir faculty letters. 

Confidential 

SOP content Wdhout Commerci!!I Blas 

Attachment B 
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Confidential 

6. MediCom may solicit the review by an e~pert reviewer; member$ oftM MediCorri worldwide, Inc, adyisory 

.committee provide oversightof MediCom's program plamting and design. A m.ember ofJt\e advisory committee 

may be 11:lske<:i.toprovide content feview for selected PAedtiCorn actiyitie$. \J\Jhenever possible, adviso-ry 

committee rmernbers are asked to review act1vitles u,st faJl Within thelr area ofcHnical Elxpertise. 

7. The clinical pharmacy consqltantprovides oversigM ;,,nd review ofprog1ram planning, desi'gn .and .. in-depU1 

contentreyleW of ~chactMty, .. andveri,f:ie.sthaUhe proposed am6unts ofpharmacology ho1.11rs and contentaire 

appropriate for pharmacy credit. 
a. The .. e?(ecuUve .• directpr·Wil.l .. srve .. firt~l .. approva1 ... forlheactiVity .·contentand appropriate crediUcontact hour 

design~tiQn, indicating that the tontent i$ deemed validandwithin tl,e criter:lal as stated tn this policy. This form 

Wii!Ibe .• sig~'.ed.by. the .executive . director ... Jhis •. ii. •• contatned 'in .. the :CE•p,lannfng document 
9, Evidence of valid content will be pJace<:J f n the activity flile under planning. 

SOP ContentWllhoutComrrtercial 'Bias 
Attachment 8 

f>ag.e2 ·or2 
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Confidential 

Approved,·By Joan Meyer Revision Date Aug.ust 2004 

Approval Cate AugJ.Jsf2005 

Purpose 

lo estal)fish gutdelinesfor the determination of qualitative and quantitative consfderalions in the faculty 

selection proces.s. 

'lions 
Faculty ···.··· e. .•• . ·•····· - .. . te mu,stbe demo11sfratedth0Ught lea~etfi(l the topic of the CE: aetlvity and must have 
demon,strated sldll inproviding education to, advltieamers. t=;aouity should• hold ·advanoeddegrees .fntheir area of 

specialty, and should p~ acttvejrt research orpaU~nt c~n~ within an acadern.ic or ¢1inicali setting, Faculty may not 

be employee~rof the c;pnmnerc:ia! ~upporter.of an edu1galionaf activity, rdless.of qualifi()aticms'. ... Faculty wiU be. 
as'ke-d to provide their qualifications a-ndedue!ltfonal backgr~undto Me.d •. om forteview. Faculty wiU be advised of 

content requiremen,ts in their faculty letter$. sent by M1ediCom. 

1. Faculty must attest to Me(liCom t!hi::tfthe presentation .conteotoree>nte:nt oms re]ated materials promote 

tmprovement or quality in healthcare and not a specificJ>roprietary business interest of a 

commercial interest. · 
• Faculty must. attes:t to MediCom that thEi preseJJtation gives a baJanced view of therapeutic, options. 

• MedliCom's internal · and eXternal ieViewers mustevaluate and attesUhat faculty presentatioo anc;I its related 

materials promote improvementsor quality in h,ealtheare and not aspeciftc proprietary business interest of a 

commercJal interest 
• CE activitiesmusfhe devetopedafld presented uti,lizing the principles otaduttlearning, which includes thorough 

assessment ot learners' needs amd fpcus on participant involvement in the learning .proc~~' 
2.. Upon selection ~nd approval of the faculty, aletter of guidance ls writ.ten to the faculty outlining 

the ex,pect<.1tions. 
3. Each faculty member must submifa CV for review. 
4. Each .. faculty member mustcpm1piete and sign a dis<;:losureform and attestation form. 

5. Those fa.culty members .Whb do not complete required disclosure in'formation will not be permitted to 

participatejn the achvity l;lS planoe4, 
6. The executiye direct-Or ordesrgnee wlll communicate directly with fact.Jlty, providing each facufty member 

with.written··i1nformaUon •related to objeclives .. of the•.program .. 
7. The executivedrrecto.r ordesi9:neewiU provide technical assistance. neeessaryfo prepare materials 

for presentation. 

SOP Facully/Speaker 8election 
Attachment C 

P,rge 1 ofZ 
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-

It. Determination ·of Number of Fi:l<mlty Re,ulred Per Planned ActMty 
1. Anappmpriate r,t1n1berofqU~lifie~ famJltymembers st,aU be Utilized for t:ach .. continuing ,education program 

2. The e~ecutive directqr Vvillbe reSJponsible for determination of nu.mber.of faculty . required Jot each program. 

Determination will be based on number of topics, depth of subjectmatter and anHci:pated duration of 

the program. 
a. Me.d1C1omWiH sfrlveto maintain ij ratio ofat ieastone faculty member per every one hour of formal 

didactic l.ecture, 

nt/ Pre>gram ,Evaluation 
1. A program evaluation form. is developed for each activity, which ls Intended to soliei.t part,icipant' s 

assessment of.faculw ·effectiveness. 
2. E·ValuationJorrns are distdbUt(!)dlO participants atlne end ot. ea~h activity, Each part11cip~ntJs required to 

~mpletethe, form as de$l1;Tned ,,<i:iS well as. provfde any writteR fet!dltack or comments regarding program. 

3. A .formal summary report 1s>~9mple,ted'fo!l1>wrng, eactl program or prognim series .. This report compi.les tlie 

results oftn.e evalu,atlqn forrn aswetLas ·n~~tlve commentsfro!T! part!:cipants. 

4, A designeted member ot the CE staff wUI directtymonitor each edycauonatact.ivity. 

SOP FacultyJSpeaker Selection 

Attachme,nt C 
Page2 of2 
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EDUCATIONM.GRANT DR.A.Ff REQUEST 

The attached material has been reviewed and is approved: 

Payee: 

Amount 

Type of Program: 

SUbntitted for Review: 

DEPARTMENT 

Scientific Commun_ic.:ations 

Medical Affairs 

Legal & Government 

Medicom Worldwide, Inc. 

$246,110 

International AssodationofPainand Chemical 
Dependency Satellite Symposium'. Opioid The.rapyin 
Chroni.c Pain with Breakthrough Episod~s: Therapeutic 
Advances and.theirlmpact on Risk 

ll/2/06 

NAME SlGNATl.JRE DATE 

Rod Hughes 

Kiumars Vadi\ei 

Eric Siegel 

Please Return to: Suz Steczak, x86537 - Scientific Communications 
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P-29481 _ 01103



07300JJ.2

Confidential 

EDUCA'llONAL GRANT DRAFT REQUEST 

(Scientific Communications) 

Submission to Committee Date: 11/2/06 Grant Tracking # 
NOTE: •Submission must be 30 days prior to program date 

•Grant Tracking # if applicable 
•Grant reque,~t must he submitted on provider letterhead 

Educational Provider Name: ~ 

Street Address: 101 Washington Street 

City: Morrisville 

Start Date: ~ 
Locatimn: ~ 

State: PA 

Amount: $ 246 0 

Accredited (CME/CE) [8JYes 

Zip: 19067 

Is Cephalon the only sponsor of program: 181Yes 0No □Unknown 

Type of Program (choose all that apply): ~Nat'l Symposia □Teleconference □Print 

□Grand R01mds □Website □DVD/CD-ROM 

□Regional or Local Meeting 

Will Grant Support Enduring Materials: rz;]Yes 0No 

f&'!Other: Elb~ dc.l,~ 

«f 
Was Cephalon Involved in the Grant Request to Date? 0Yes ['81No If Yes, describe ____ _ 

Will Cephalon have future Involvement? □Yes IE!No If Yes, describe ________ _ 

Manager Signature: ---~~~~~~~~=:::__ ______ _ _ ____ _ _ _ 

Print Name: ~1UE~~~~....!,¢1~.!8\~~~~~~~~6!;l,!~~!-...----------

Medical Education Director/Sr. Director Signature: --

Print Name: Jae ui Brooks Senior Director Medical 

GRANT COMMirfEE APPROVAL □Yes □No Date: ------

If no, state reason: ____________________________ _ 

For Budgetary Purposes Only - Product: (Ch@ck One) 
0Actiq 0Gabitri1 0Provigi1 0Trisenox 0Vivitrol OOther: ___ _ _ _ ______ _ 

TEVA_MDL_A_01855264 
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Cephalon· 
deliver more? 

Memo 
To: 

From: 

Date: 

Legal Department - Archives 

Kimber Titus x86766 

December 7, 2006 

Cephalon. Inc. 
<41 Moores Road 
Frazer, PA 19355 

tel 610.344.0200 
ta,.: 610.ll,4◄.00&5 

WMlf.e&phalm.com 

Re: FuJly-Execoted Agreement(s) for Aichiving in Central Files 

I have attached hereto a fully executed agreement for archiving in Central Files. 

I have completed the checklist below in p,eparation for ruichiving in Central Files: 

ll8J An authorized Cephalon officer has signed the agreement(s) (at the level of Vice President or 
above. If this is a CDA, a Director or Senior DiRctor may be authorized to sign if a valid 
Def egation of Authority to sign CD As is on file in the Legal Department). 

[8] The agroement(s) is fully executed by both parties and both original signatures are attached. 

[83 The signature page contains the Legal Department approval stamp, which signifies that the 
agreement(s) was routed to Legal for review and approval prior to signature. 

Thank you! 

TEVA_MDL_A_01855265 
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INDEPENDENT EDUCATIONAL PROGRAM ( .. IEP"} GRANT AGREEMENT 

is entered into as of 
("Cep located at 41 

Frazer, PA 19355, 

of November, 200§ by and 
Moores Road, Post Office Box 4011, 

("IEP Provider") located at 101 
Washin ton 

WHEREAS, Cephalon has reviewed IEP Provider's grant request to support a 
medical education program {qProgram"); and 

WHEREAS, Cephalon has determined that the Program has the potential to 
significantly further medical knowledge and improve patient care; and 

WHEREAS, it is the intent of the parties to ensure that the Program will be 
independent, objective, balanced and scientifically rigorous, so that it will not be viewed 
by the United States Food and Drug Administration ("FDA") as promotional and that 
Cephalon will not be viewed as responsible for its content; and 

WHEREAS, Cephalon "'"'"·"'"'"' to provide funding for the Program under the 
conditions set forth below. 

NOW THEREFORE, IEP Provider and Cephalon agree to the following terms 
under this Agreement: 

Type of Program. The Program 

~ accredited (e.g., 
_ an independent program 

l education or "CME"); or 
CE credits will not be offered. 

Accredited continuing medical education provider 
_ University/Hospital 
_ Professional Organization 
_ Medical Education Company 

4. Educational Partner. The IEP Provider_ shall L. shall not use a third party 
that will provide assistance in support of the Program ("Educational Partner"}. 
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5. Educcttiona~ Cgmponents'.. Th<:} 'expected comppnents of the Program •(e.g., 
number of live meetrngs,CD HOM, we'b .. ba.sed, etc.) are as fol!IQWS; 

(attive s;yp,posta~ 
{b} Mobi.,le¢1Mf: educafional mod.ules .hosted · via. Epogates • software aod 

deHvert••s¥§tern; 

6. Program Purpose . . Thef>rogJamis .for .scientific .. and educational purposes ,only 
and·• .is .niif intende~ to prv>01iote a C~phalon productdl!rectly or indirectly. The 
'Program• is nota: repeat performance of ·ei prior program. 

7. GranfAme>iJnt Funding Arrangements. 

(a) Cephalon 'W'l!I proyide support for the . Program by means of an 
educational grant in the t(;}tak amount ,of $ 46 ... tf Jhe Program. is 
canceled or tf;rminated prior to cpmpJetion1 IEF> .. . .... ·· ider sbaU return. the 
grant, orany unti.§ed portion thereof, fo Ce;phaton 'Within thirty {30) days of 

sucb, tE1rn1jp,tion •. or ·· can~tlatlon, . IEP Provider· .•.. $haJI . have fuU 
responsibmty · for.alt fu:nqltr19cijrraingement~ of the Progra:m,JnolucUng any 
tundingfo .be· provided toJEP Prov,ider's Eduoationt:lf Partner, . Payment of 
the . grant $~a'll be filE$~aJn ~pcord~n~e a .,scnedu:le agreed to by. the 
parties. •. A:11 ioayrne:nt:s d~e hereunder .·. . . .· •... be mqde by Qeptla[qn Within 
fortyc.fiv~(4S) ·• dilys of Jt~ receipt of an irtvolce forsame, provided ·· lEP 
Provioeris fn .oompllancewith tile termsofthis Agreement. 

(b) Withinfhlrfy (30}days pfcompll:}tion of the Program,, H::P ProvidefshaU 
provideCephaJon .. with a, •.. detaiied JeconQiliation of actual out-of-pock~t 

expenses •• i!l'l'?i;tffed, •• a11id •• to •• •ttl,.•·extent Qephalon .• bas··overpaid •• 161".Provider 
for same •• ·lEP Provjder .. !ShaH pr1Jylt.1e a .rejuno· toGephaipnwitllin .. thiirty 
(30) . day.s therE;~fter. §µch det<lifed reC(}ncmation shalt be forwarctetl to 
0'3phalon .aft the a~dt~ss above to the. attention of Rod .J ·• Hughes.,. Ph.D .. 
Vice Pre.sktent.• Scientific Co:rtimonications. 

(c) lEP . Provider ma:v .. notJJse ... f1.mds provided. by Cephalon te> .pay travel, 
lodging, honorada •• or·· personat.axpenses •• for···non-.faculty,attendees.. Grant 
funds mt:1y be used to !"El.duce th.e overallregistratiqn fees for atten.dees. 
Grant funds. ni:aynot be.used to purchase capital equjpment or.topmvide 
general•· opettlttional •. support··· fQr •• an··•i:n$titution .....•••. Fund,•for·· •hospitality sha11 
not be provided except that fu,uqs may be used ffor mpq,est· meals or 
recepttonsthatare ineHas partqfthe Prsxsram, buts1.1ch e,vents shall not 
compete.. \Vith . nor . take pH:fedef'l~ over (adUpa:tioqal .••· eve9ts. The 
apprnpriatenesis pfanvrepepti:op.spall be at the sole discretion of the lEP 
Provider; and IEP P:rovjget shail have final dedsion making, authority in 
connection withanysuchaotiV:ities. 

(d} Funds may be used by the IEP Provider to permit medical students, 
residents, fo1tOW$ orother healthcare professionals in trainiqg to travel to 
an<:j attend ·· the Program; provided>·· however, that the seleotl:on such 
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.students, .resideots Of fell-ows wboreceivfi! fund.s is made,· by. either fhe 
academfc orirainir1g instltutfon. or, ff bx ... the .lEP Pro,vider;SUCh .selecUon 
shall · be, made with . the full concurrence of.. the, academic or traini:ng 
institution. 

(e) tn aoootdance with ttie Accreditation Council .. for Continuing Medical 
Educaiion {"6CCfl;1,§'J•St~;ndard~.· at1d to as:~lstCephalon in complying 
with Its interns.I auditing; p:roc;edures, JEP Pro~id,er . s .. to verify the 
manner in Whicft.the srant is, usecl. Acc:grdingJy, . . ....... ' thirty (30) days 
f0How1ng et request from Cephaton, · 1EfL Provider shall provide to 
Cephalon; 

i. A written staten1.ent verifyipg··· tnat thE: f)rogram,accutred, and 
U. Ar:rite:rntz.ed listof expenditur#S supported by the grant 

a. ObiectMtyand Balanc~. lEP Provider shall reta,in funresponsibl!Uy for control of 

ttie content ofthe Program and shall E;lnsure thatthe fonowlng requirements are 
met 

(al The ProgrammateriallirrfQrmati.pn wilt.be olljectivE,, bal~nced and free 
from 1yOmfflemit:1tbias~ AH tof)tcs snciH beJreated In an impartial, unoi9sed 
:manner. AU. 9iscuJsions ... ~harl ·· in~ude .. ~ .. range of vi~ws ·. about each class 

.of drug and dis,ase .treatrn.~ntoptions.lnforrn·atkm .. shall not unfa,irly 
represent i spectrum of views favori'ng . .a. pr:ocfyct •or cl ass .pf products 

marli<,t$d by Cepnaton ,or any otllar qpn,paoy • . The title of the, Program 
wm fafrly and ae(;urately represent tbe scope of the pres.entation. 

{bJ I EPProvidet agrees lhl:!t neUherCeph.aion nor its. agents shall control the 
content of the Program . . JEP Provid~c as,re.es. thatJhere wm be no 
scripting, tafgeting of points foremph~$'iS, OfQtheractivitiEi!t> by ~phalon 
orjts i;:igeots thatare·(Jesigned to jinfluencethe contentef 'theProgram. If 
reqtie$ted J11 . writing . .DY . Jhe JEP Provider, rnedicalfscientific 
representatives . Jrom .Cepha:lon ··.·• may •• ~ttend ...•. cont~nt development 
meetings or.other. planning meeiing;s, for the . purpose of addressing any 
scienlific inaocuraqies . they obse,rve ... Personnel from Cephalon must not 
discuss Ofdn any·wayatternJ:Jtto ·CQntrol .(eltherduringthe meeti:ng or at 
breaks( or meal$).! the .. cont~nt · of • the progr,m; An·· app.ropriete 
meciical/sqiel!1ltifi<.: . ······ representatil1e,. Jrom .. Cepl'l<:1!Jon .•.. may.· .. Jlrovi<ie . ·a 
presentation ala: content development meeting at the request of the 

proviaier. or r'riay respond to $S)$cific q1..1estions a.t such m~eting regarding 
the • results of. $ C¢i,lhalam1 .. spon§f)red £~search study, . ·. provided the 
inform'3Jtion . presenttd co11form:t:tto the gene1Jdty ~ccepted staridards . of 
experimeptal ·.design,~ata .qolilectiqn .anc:t analysis; .and provided. any 
presentation rsacoompan:fedby a •detailed outline ofthe presentation, 
which can be used by the HEP ProvidertEdueationa!I Partner to confirm ttle 
scientific objectivity of ·tne,.pr.esentation. 

fc) If 1h.e JEPPmvider, in .. its · sple dispreti'o1\ requests .a ... G~phalon medical 
re.presentative 1o review the Program for medical accuracy. and 
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completeness, Qephalon wtll . comply with such request. . The . parties 
acl<noyvledg~ 1here ....• is no · obliQ'ation or ·· ani condition .. requirtng IEP 
Provider to make such a request. Any such request mustbe made after 
the>Program .niateriafs ~re ft.1Hy clg,velo.p~d am) :sucfj request. mu$t be 
made by thE!! lEP Prqvidecpnly lcra Ceehalop tnedi~t representative that 
has ,respons'ibmty for the fherapeqtic area '1atwm bE! coveredi by the 

Program. IEP Ptovider wiU not .asR any marketing or sales 
representaUves > at · Cephalon to ··•· comment on .. the rr1ateriat All final 
decisions Jegar<:ting .wti.eth~r to modify+ the rnaterjal . based on . a.ny 
comm:ents provideg by th~ Cephalon meoicel representative shall be. in 
the sole: di.screUon of IEP Provider. 

(d) If a produ~t marketed bY Ceeh;alon is the subject ofdiscussion, the data 

willbe -obJect1v~ty .selec:ted c3:f"ld pre§eote¢t, withan accuralereflectjon of 
favorable all)<.tunfa:vorableinformation ~bout/the pfoduct and $IlaU also 
include a. bailanced discussion of prevailing ;inforrnatio,n on< alternative 
prod;i.tqfs and /or therapies. 

(e) Anysu,ggestion~of .superiority of on.e product o:rtreatment over another 
will be supr49rted l:>ytne 'body otavail~ble ci~ta, and wiUnot result from 
$8'1ective ... presentation or emphasis on. data favol'.ab!e ta particular 
treatment. 

{f) fEPiProviider repr,es,ents that neither f,t northe Edttcat1011af Partner {if any) 
has either an open (:;Omplaint Qt' deci$iQn from th~ ACCM!E or the Food 
andOrug .Adm:il'lis1ratlon th.ata pro;ram provided by the IEF> Pr-Qvidier or 
the ~<iucatl9na1 ······pi:lrtnetfafled!Jo meet $tl!mdards of independence, 
balance, ot,jectivity, ,or scientific rigor. 

9. Risk Minimization. Action Cephalon provides the following Risk 
Minimization1 Action Pt.an(" P'') information to· all !EP Providers. Neither 
Cephalon nor its ageh:ts shall' inff:uence or control whether a product marketed by 
Cephalon is the subject of discussiion. A Risl<MAP is a strategic safety program 
designed to meet .specific goals an:d ,objectives. in mlnfmizing known risks of .a 
product while prese · its .benefits. Any product marketed by Cephalon that is 
ap-proved with a Ris •, and the key safety-related health outcomes outlined in 
lhat RiskMAP, are listed in Exhibit B. IEP Provider a:grees that it is aware of the 
RiskMAP(s) and the keys.afety messages. 

10. ,Facul:ty Selection. IEP Provider shall retain full responsibUity for the selection of 
the presenters, authors, moderators, and/or other faculty (hereinafter referred to 
collectively as "Fa:cuittt). Cephaton, t ScienUfic Communications 
Department. r'nay respond only to IEP Pr er-initiated, written requests (or 
requests from the Educational Partner) for sug,g,estior,is of Faculty or sources of 

possible Faculty. In resp.onse to such requests at least thtee (3) names wm be 

sug.gested (ff .possible) for eacn open position :and this information will be 

provided in wriiting. :l!EP Provider witi record the role of Cephalon in suggestrng 
Faculty; will seek suggestions from other sources;, and will. make its selection of 

Faculty based on -objective criteria. IEP Provider shall not be obligated to 

TEVA_MDL_A_01855269 

P-29481 _ 01109



07300JJ.8

Confidential 

request or accept such assfstance from Cephaton or its agents as a condition of 
rec~iving t~e educational grant herelJnder. 

11 ; Disclosures. lEP Provjder wlU ensure meanlngfuldisclosure -0f limitations of data 
(e'.~·• On~oing rese21roh, .. i~terifr1 >~nalyses1 prelfmin~ry aata, or> unsupported 
opinion}. Ua!P Provi~er will cequirEllhat fa:qulity di~lclose whe1n a pro:gpct is nqt 
approved in the United State$ for the us.e t.1nder discussion. 

a,nd Answ~r Ses ion. ToJhe exteptthe Pro~ram is ta presentriltion, tEP 
will ,ensure meaningful opport:unities·forquestioning by·the audience. 

13. F!ina:ncia! R · . IEP Provider wm ensure meaningful disclosure to the 
aud:ience of Cephal ndlng and any signifiicant relationship between individual 
Faculty and Cephalon, AU meaningful disclosure(s): shall also be made in any 
written materials, including but not limited to ~nnoune,~ments, brochures, syllab] 
and enduring mate:rial!. Disclosures shall not mention produot trade names. 

14. Metrics/C,opies of Program Material. 

(a) IEP Provider and/or Educational Pa.rtner sha.11 prov,i(:fe cert~ln outcome 
measurements a.nd metrics k:i Cephalon as requested by the· Scientific 
Communications Department. Such metrics sha:11 be provided either after 
the conclusion of a .single Hve event or monthly for a year-long accredited 

program and may at Cephalon's request include the number of program 
participants, numbe:r of certifications, asses~me-nt ·c;>f the program and 
facuny, and demonstration of learning by program participants. 

{b} After the Program has ocoorr.ect, IEP ,Provider shall provrde Cephalon with 
5 copies .of alf Pro,gram materials in CD ROM or electronic format and 
20 coples in print format 

15. Representations and Warranties. IEP Provider represents that.: 

(a} Neither, it nor the Educational Partner, if any, provides marketing; 
advertising, pub1ic relations, market research, medical education services 
or ,other consulting services (e.g., support for advisory boards) to .any 
other department within Cephalon ("Marketing Activities~); 

(b) If 'IEP Provider or the Educational Partner has an affiliated company that 

provides MarkeUng, Activities to C~phaton, lEP Provider has instituted 
appropriate controts and .safe,guards to ensure the Program (i) remains 
independent, objective, balanced and scientifically rigorous, (ii) is not 
:in:tended to promote a Cephal!on product directly or indirectly, and (iii) ls 
not in any way biased due to the affliated company's ref:aHonship with 
Cephafon: · 

(c) tEP has, detetmined that n is approp(iate to use the Educational Partner in 
tight of the requirements under this Agreement; and 
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(d) If IEP Provid.er or its Educational Partner employs a former Cephalon 
· employee who worked at Cephalon anytime <Juring the most re.cent year 

and who had marketing responsibility in the tnerapeut1ic area that will be 
covered by th~ Program, then that former employee win not have any role 
in the planning; d-evefopment or delivery of the Program. 

16. !invitations/Enduring Materials. The Progr:am audience wm he selected by the 
tEP Provider. The-~lEP Provider shall be responsible for distributing ma:teria'ls 
about the Program, witi:1tions, rem'cnder inotloes, and business reply 
cards that can be used by ·, parties to obtain any enduring, Program material 
.from the IEP Provider. 

17. Ancillary Promotionat Activities. To fhe extent the Program ts a live presentation, 
OQ promotional activities or product advertisements will be permitted lo the same 
room as or in an obl1gate path to the Program. If the Program is a teleconference 
or webcast. no product advertisements or promotional activities will be pennltted 
immediate.ly prior to,, during, or immediately after the delivery of the Pro-gram. If 
the Program is .in print format, no product: ad"::ertisements -or promotional 
materials Wiill be interleafed within the pages. of the Program. 1lf the Program is 
made available $lectronically, no product adverUsement~ or promotional 
materials wJU appear w1thin the Program maleria, or rnterl'aaved oe,tween 
computer windows or screens of the' Program 

18. Compliance with Guidelines. fEP Provider represents that the Program, 
including ' development of the Program and P . Is, shall confonn to 
the Ameriican Medical Association ("AMA") G es on •. to Physiicians, the, 
AMA Ethical Opinion on ConUnu1ng, MediQ~I 'Education, the ACCME Standard;s 
for Comm,ercfal Sup.port. the . .fDA December 3, 1997.Flna'l Guidance for industry-
Supported Scientiffo and ,Educational Acti and the Pharmaceuti,cal 
Research: and Mahufacturen~ Association ("'Ph ) Code O'n Interactions with 
HeaJthcare· Professtonats. 

19. Logjstical Status !Re,,eorts. IEP Provider and/or Educational Partner shall provide 
periodrc reports to Cephalon regard'ing the management and logistics of program 
compone,nts. 

20. Misoell.aneous. 

(a) No party shall use the other party's or its affiliates' name or trademarks for 
publicity or advertising purposes, except with the prior written consent of 
the other party. 

(b) 112P Provider agree~ to obtain all consents, authorizations, approvals and 
re1eases th~t may be necessary for the production of the Program and of 
any written materials prepared in oonnecti:cm therewith. tEP Provider 
agrees to indemnify Cephalon with respect to any claims, actions or 
<lemands, 'i:ncluding reasonable attorneys' fees that may arise in any 
manner out of IEP Provider's faiJl;'Jre to secure such consents, 
authorizations,, approvals or releases. 
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(c) No term, conditron or other pmvi:sion of any attachment or addendum to 
this Agreementshall $Upersede any term, QOndition or other. provision of 
this Agreementand With respect to any inconsistency · or ambiguity, the 
Agreement .she1II control. 

IN WITNESS WHEREOF, theparties, ... bYtheir duly authorized representatives, 
agree to comply with atf the terms and conditions ,of this Agreeme.nt. 

MEDICOM WORLDWIDE. INC. 

~~ 
Title:; ~/QZG<,L~ . . 

(5cyiY,-t,~ . :,'(.........., 
Thea:bove sfgna.tocy1s .. ····•••• .·.· ... · ... .. ·onzect 
corporate officer of the IEPProvider. 

Date,: J;9,/J(;t()tJ ·&,., 

Tax JD#: :J3 •"":3'0{.;g7~f 

CEPHALON,, INC. 

::!Baugltes, Ph.D. 

Title: Vice President, Scientific Communications 

Date: 

APPROVED 
t,,.V/f 

t.MDEPT 
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October 3,1, 2006 

9haval Shah-BeU, PhD 
Cephalon, Inc. 
41 Moores Road 
Frazer, PA.19355 

Dear Or, Shah~Eelll: 

As•an aocreditea·provider .of continuing medical ieducation, MediCom Worldwide, Inc. 
has recently completed a comprehensivf;} heeds a$sessme11t to identify the educational 
needs of tlealth care pro~§sionals 1in the field of pain management 

Based on the identified ecfucatioilla.l neeµ, Medi Com ls requesting aneduo:aUona:I grant 

·from Cephalon, fnc .. to support the deve!opment.ofa Hve symposturi1Jn conjunction . with 
the International AS&OQi~tlOl'l .Of Paitl •.ana••ChemiGal·.o~pendencv .• conference. to.be .held 
June.21~24,.2007 in NewYod< qi.ty. to ~ddijtion to .the live.program,MedlCom,is 
requesting additionalfuMing .tpJitovkf~ enduringmatenalsypport int(iativestesutting 
from the content devefopeo forthe fiv13 meetiri.gdn orcter to m~~imize the reach to 
physician$ throug~Outtne Un:ited States. The activities described in this proposal 
include: 

1. Uve :symposia 
MobileCME ectucational modules hosted vra Epo<::rates software 
and delivery system 

The totaU1rant request to fund tt,ese activit,ies is $246,,110; pl~:a,se refer. t9 the. dE)t91iled 
budget section of this .proposal for complete grant..fundlngdeitails.of the individual 
educational initiafives. 

These scientific events Will ,comply with .au QIG, PhRMA, FDA, and ANCC. regulations for 
industry-supported professional c-0ntinulng education. 

Thank. you In advance for your. consideration .of this request 

Respe,ctfutly, 

c,~~ ~~ck(tl 
V ::,/ 

Joan Meyer 
Executive Director, Continuing Education 

MedrComWorldwide, Inc. 
101 Was.hinaton Street • MorrisVille. PA 19067 • · 215-337-9991, 

Gonfidentiat Page2 
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The National Pain Foundation suggests that more. th-an 75 million Ameri:cans experier1ce 
chronic pain .with i~n .associated annual cost efappro:i;irnately $loo biHipnJn m7dical 
expenses, lost wages and ilQst produetivity.1

. The hi~h prevaJence i()f chrQnicpain, 
combined with its enormous cost, makeunrelievedpafn a huge public health pr:obl·em. 

The 1999 JCAHO gt1Idelin~s; for management of painwere. one of the first steps toward 
the United States congressional mandateJor a -0eoade of f)a.rn control and research 
(2000-201 OJ.meant toJn~reas~ a.war.eness .of chroni.c paina.ndt treatm.ent requifements 
for health. care prq1iders,-i,aAlthough •• t1eatth .• ~aire.proyii:iers •• atre.ll~cornin!i} .better 
educated about the science ofSJ~inman~!;)ement, .an edugational Vold stiU e)(i,sts on \how 
to~. for thtichronicpain patient po:pulation.4

•
5 JnJlght ofthis void, ?Ofltinu,eµJederal 

oongres~kmal s11pp9rt for p~in resear,~h infti~tJves,.condijcte(I b¥ the Natkmalinstitutes 
of Health,. ls •expeoted to be approved bY thE} ~enate prior to J.anuary 1, 2007. 1 

Chronic pain is persistent, mulijfac1orial, often intractable, and affe.cts mutti,ple, health 
domain$ .. Patients' respon~es .to chronjc pain and therapies are highly lndlvidualizf:ld. 
The.most commen types of chronic pain are backaches, hf:adaches, and arthritis; 

·although many other types of cflmnfo pain exi'st, . such as neurop.athic pain arn:i. 
fibromyalgia. Chronlc, •• pain.·illlpactlS apd.,comprqmises th~ ••• patlent's>nomm~t .. ablllty .to 
function .physiologically, p5;yctiologicauy.and··social:ly,·•negatively ··affecting ··overal!I• quality 
of Hfe.e 

Either amulti- orinterdisciptiinary care model is.considered one of the .preferred 
methodologies to ,assess and :treat chroni.c pain comprehensively. Accurate assessment 
am;I monitoring of pai:n and COOlOtbiditles usi,ng vaHdated diagnostic tools help to stratify 
patients .. and• detennine lndi,vidualized •therapeutic••Plan,s,7 

Frequently, patients with persistent paintypes expe.riencerelatively short episodes of 

worsening!pain••Which••is •• referred·.to •. ,aI,.bteakthiFOUSh·•Jla:itt •• are~~through .. Pain···tS abrupt, 
shorHived a,ntintense ... It preseptsas a painful episode oreJ)iSodes in .Patients with 
otherwise s,table~ persistent baseliine pain.< Assessfl)enl Js •.Critical to determin~ the 
existence of breakthroµgn ... pain, as .. in~daquate .persJ:stent·.pain ~herapy may confuse the 
diagnosis .. . Chronic· ~asefiri1~··pain mus~ be• ass1:1~sed •. as ••. stable •• before·••a•cliagnosis .o( 
breakthroughJlain c:an Ile confirmed. The characteristics ·of breakthrough !p8iffrequirea 
therapeutic appr,oachthat is different from the ones usually prescribed to patients with 
persistent pain} 

Go:nfidential Page3 
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Chronic pain is considered undertreated or inappropriately treated. Inadequate treatment 
may be attributed, in part, to the clinician's lack of recognition of breakthrough pain. 
Breakthrough pain may be incidental (predictable, unpredictable), idiopathic, or related 
to end-of.-dose. Breakthrough pain (BTP) adds significantly to the existing burden of 
chronic pain in terms of both health domains and economic impact Proper assessment 
and diagnosis of both chronic and breakthrough pain is essential for adequate and 
appropriate treatment 6 

Barriers to treatment, whether as a result of the patient, physician or health 
care/insurance system, are necessary to understand in order to circumvent successfully. 
Understanding therapeutics, both pharmaoo!ogic and nonpharmacologic, and their 
applications also help to restore functionality for the chronic pain patient across all health 
domains, restoring or improving quality of life.8 

An Educat;onal Need 

As the therapeutic specialty of pain t rapidly evolves, it is critical for 
practitioners who treat patients i11 p~ derstand the latest research and 
improvements in assessment and management of chronic pain and breakthrough pain. 

It is evident through reviews of survey results, expert opinion, guidelines, research and 
publications, that pain management practitioners require medical education to better 
understand the complexities and subtle nuances of the physiology of pain, types of pain, 
therapeutic options, patient assessment and therapeutic management. The potential 
benefits of continued education are improved patient care and outcomes. 

S11tveys 

In June 2005, it was reported that 60% of 303 participants in an American Pain 
Foundation (APF) Voices of Chronic Pain survey claimed to experience BTP one or 
more times erall well-being. 9 Will 

stating, "Although 
medical solutions exist to relieve or ease pain, the reality is that mast pain goes 
untreated, undertreated or improperly treated, with millions of patients suffering in 
silence." 11 The Voices of Chronic Pain Sutvey also found more than three-quarters (77%) 
of patients surveyed said they are looking for new options to treat their pain, Only 14% of 
those surveyed reported that they were satisfied with their current medications and less 
than half {48%) of respondents felt they were currently getting enough information on the 
most effective ways to manage chronic pain. It is estimated that only one in four patients 
received adequate treatment for their pain. 10 

Results from a 2005 survey of chronic pain patients in Ohio demonstrated that 20%1 of 
the respondents reported to the emergency department within the previous six months 
for BTP, suggesting that their pain was not being managed appropriately.11 The 
increased utilization of emergency departments as a substitute for outpatient pain 
management, resulting in increased and prolonged hospital admissions, is not a cost-
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effective solution and indicates that education may be necessary in order to achieve 
practice improvement. 

Table 1 from the Ohio survey demonstrates the support or information desired by the 
survey respondents with chronic pain. Almost 40% did not know what ther, needed. Ten 
percent requested better access to and more effective pharmacotherapy. 1 

Table 18 

percentages may not 11um to 100. 

Nearly one-half of the respondents in a 2004 APF survey entitled Americans Living with 
Pain reported that their pain is not under control. These reports were especially true in 
patients with ever-present pain, in men, aad in patients of middle age.12 

A recent survey, conducted at Beth Israel, New York City, reported recruitment of 228 
patients with diverse types of chronic noncancer pain from nine (9} pain programs who 
were administered s telephone questionnaife with a breakthrough pain assessment 
algorithm for cancer patients. All patients had controlled baseline 
pain, and 1CE1d ~;evere, toexicruciatinfJ s·rPwith a total of 189 different 
types reported. The median number of episodes per day was 2 (range <1 to 12) and 
median time to maximum intensity was 10 minutes (range Oto 180 minutes). Median 
duration of the breakthrough pain was 60 minutes (range 1 to 720 minutes). Patients 
identified a precipitant for 69% of pains, and 92% of these were activity related. Onset 
could never be predicted for 45% of pains and only sometimes predicted for 31 % of 
pains. The authors concluded that BTP is highly prevalent and varied in this population. 13 

Survey results suggest that BTP is not managed appropriately; is costly, challenging, 
and debilitating to the patient. 
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Ex.pert Opi11lon 

Raymond Sinatra, MD, PhD - [)irectorlnpatient Pain Management Services, Yale 
University Sohooltif Medicine .. 

"Clearty pain is yod~rtreated inmany•hospitaEs., As.aba$eline, ptwsiclansare 
talfght very little al)putthe p$~~ . . .... . .. .... 111111\t~ement ofpain inJhei:r medical 
training.(ff2001 , the Jolni<G,Qm . $i'Qflonf:!eaUhc~l'E;ACcreditationJ.JCAHQ) 
enacted asE'!ries of guicleline,s aimedatlmproving pain management fo hospitals, 
nursing hpnnes, renalbili~tiPftQenters ~(i ambulaff:)£¥ medical. faciliUes. JCAHO 
mandated·••that 1~e3ttt1 •• care.pr~c~ti9ners •• tle ~ducateq •• abput_ pain scales,. analgesic 
medications andnoapharma<:iologilcal techµiques for pain control.''11 

Danie/Bennett; MD -~ AssistaJ1tClinfC.<;1J Profe$sor of Anesthesiology and Pain Medicine 
at the University ofColorad:o_ 

"Some •• physicfonstely on.laboratQry.datalQbjecUve physical •. flndings.anf.tsuch, •. 1 
beiievey()IJ rni.ss tti:e fn~rk.in pain tr~~tment byfoous:ing only onthe:se t:radiUonal 
(ie, aUopatiliP) apprQ~cn,es;This is nottosay thatvvef!nould notus,ethese in the 
defioltionof structural pat!ftology ( on~ VfoJJfd be rern1ss to, n.ot do thi~} .. We cannot 
directty meas:ur(l parn, anathus w'hatwe. obs:erv~ isJhe $1,lmtnation of now the 
parti<;Ul~.r •• pain. slgo~l•·•(ie, •• stin1ult.1$)···affects.ttte .individuat •• :perscm•••(ie, •• pain 
behavior). Obviously, what i.s presented to tis· is the summation· oUhe layering of 
the sup:ratentorial proces~i~ that matl3 us individual as human beings. 

'The:refore, my philosophy lntreat1ng people w~o. tive With, pain 1s. to. recognize 
thelrJndividualitM,ialld .• lncorp<>rate ... wnat••l· understaoo•••of·.pathophysio!o9y wi,th the 
effects to •th~m as,a person. This allows the im::lividual direction of care to 
optimize thefun:cnonatoutcorne, whic'hlbel!eve is the mos:t important 
determinate in successfultreatme:nt/ 12 

DonaldR Taylor,. MLJ..., _a b.oardcertiti~d.anr;;Sthe:s.iotogist andpain rnedicinephysician in 
privaft;, praotioe i,n Marietta, Georgia; 

"The shift from the PRN pain mana;gement model tQ 8 model based upon around~ 
the--clocfq;Josing wifh breakthroughpaln(rescue, medications represents a shift 
from.an old to a newpein tre(3trn.ent paradigm,''1 

Lynn Webster, MD, FACPM; FASAM - Med/ca/Director; U{etree Pain Clinic,: Medical 
Director.and CEO,Lifetree Clinical Research:, .SAlt Lake City, Utah. 

"Ac.cording •• to••the .20Q3•··National>Survey on •• D:rug···Useand Health, .new 
nonmedic~l u.s~rs of .palnreUevers rnore than quadrupled duringJhe. 10-year 
period ofthe 1990s. Many of these first.ctime users are yo,ung, people. Substance 
abuse is a.leading ~useiof preventabl~Jl!Mss ancfdeath in theUnUed States, 
and opiotd analgesics are amo11.g the most frequently abll$ed prescriptions. To 
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keep apioids available to treat pain, as we must, doctors who treat pain are 
called on to help prevent abuse and addiction, too."14 

Joyce Lowlnson, MD - Professor Emeritus of Psychiatry, Albert Einstein College of 
Medicine. Bronx, New York, Adjunct Faculty, The Rockefeller University, NY, NY 

"Undertreatment of pain is a global public health problem. Pain is the complaint 
that brings the hfghest percentage of patients to their doctor's offices. There have 
been great strides in understanding in recent decades in the treatment of pain, 
yet the problem remalns.''18 

The experts acknowledge that pain assessment and management models are rn!~nn,1nn 

while misuse of opioid is on the rise. Practitioners need continuing education in pain 
assessment and management, including risk minimization through patient assessment 
and monitoring. 

Research and Publications 

Cochrane Collaboration recently their «Evidence-based Pain Management 
and Palliative Care" in Issue One for e c:oc:hr.,mE~ Liibn:iry. This edition of the 
Library contains 83 new reviews of which the three have potential relevance for 
practitioners in pain and palliative med!cine.19 

A study authored by Stillman, Cleveland Clinic, addresses new advances in the 
treatment of neuropathic pain. 20 

Spacek authored a recent article about inadequate andtor inconsequent pain therapy 
and the importance of selecting appropriate Tno,=r, .. ,,., 21 

Several studies published in 2006 underscore the growing problem of opioid abuse in 
America.22

•
24 Educational programs designed to address the growing risk, to 

demonstrate tools that can assess and monitor "'"''0 "'"' for risk of misuse, and yet 
emphasize the need to treat chronic pain patients adequately will help clinicians 
minimize the individual and public risk associated with prescription opioids. 

Edt1catlonal Recommendations 

There appears to be continuing need for education surrounding chronic pain, including 
episodic BTP. The accompanying social responsibilities required to limit opioid misuse 
must also be addressed. A recent publication by Bennett et al supports that 
breakthrough pain is identified as an important clinical problem commonly experienced 
by patients with chronic pain. Teaching clinicians how to balance adequate treatment 
with risk minimization and patient monitoring practices will help alleviate associated 
with prescribing opioids. Key objectives for practitioners to be aware of in treating 
patients with chronic pain are aimed at individualizing treatment, maximizing outcomes 
by improving functionality for the patient, and minimizing potential risk. 
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KeyPolnls 

• Chronic p:;tin is apublicbealthchallenge; recog,nized as such bythe 

federal .· govemment 
• Chr~nic painds inadequ:1:1.tel!y orunder.treated;an ,estimated.19%-95% of all 

patients. withpainexp,rieoce bre~kthr◊ugh Pf!irt dep~nd:iog• on the population 
surveyed· a~dlhe<deflnitiqo Of•Jbreal<thrO:U:g1ti .• pain•Qseq 

• Breakthrough .paipj~ unptedl~~ble ar1cl often different foreach tndi:vidual. 

• Treatrnent •• barriers •• n,ed •• to .tJe···idetltjfff:ld···~nd•·overcorne 
• HoHstlc ther;;ipy i11cludes l:>oth pharmapol.o,g;icand oonpharmac:ologlc options 

• Risk manag.ementis a oriticaf feature of cordrblled .. substan.ce prescrrblng 
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Program Title: 

Opioid Therapy in Chronic Pain with Breakthrough E.plSodes: 
Therapeutic Advances and Their Impact on Risk 

Program Objectives: 

Upon completion of this actMty, patticipants should be ab,e to: 

1. Summarize advances in understanding and management of chronic pain 
a. Distinguish features, types and definition of pain; chronic 

and BTP 
b. Recogni:ze BTP in your patients 
c. Identify tools, questions and communication techniques that 

are designed to improve patientJhealth care provider dialogue 
d. Outline current guidelines available which impact 

management of chronic pain 

2. Identify options in therapeutic seiection both pharmacologic and non 
pharmacologic which may after stratifying patients for 
different types of pain and 

3. Outline effective clinical strategies and monitoring protocols for preventing 
abuse and diversion while effectively managing patients in pain 
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MediCom Worldwide, Inc. 

Program Summary 

Faculty: 

Russell K. Portenoy, MO 
Chairman. Department of Pain Medicine and Palliative Care 
Beth Israel Medical Center 
New York. New York 

Lynn Webster, MD 
Medical Director, Lifetree Pain Clinic 
Medical Director and CEO. Lifetree Clinical Research 
Salt Lake City, Utah 

Targeted Audience: 

Health care professionals specializing in the treatment of pain and addiction medicine in 
attendance at the 7th Annual Conference on Pain and Chemical Dependency. 

Target participation: 250 attendees 

CE Provider: 

The educational activity will be accredited by MediCom Worldwide, Inc. MediCom 
Worldwide, Inc. is a fully accredited provider of: 

• CME credit for physicians by the Accreditation Council for Continuing Medical 
Education. Each activity within the series will be accredited far a maximum of 
1.5 AMA PRA Category 1 Credits ,M. 

• CPE credit for pharmacists by the Accreditation Council for Pharmacy Education 
(ACPE). Each will be approved for 1.5 contact hours of Continuing 
Pharmacy 

• CNE credit for nurse5 by tile California State Board of Registered Nursing. 
Each activity will be approved for 1.5 contact hours. 
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Targeted Audience: 

Health care professionals specializing in the treatment of 
attendance at the 7th Annual Conference on Pain and 

Target participation: 250 attendees 

Format: 

ion medicine in 
ical Dependency. 

Live symposia held in NYC in conjunction with the IAPCD Conference. The live event 
will consist of live didactic presentations delivered by two clinfcal experts in the field of 
pain management. Topics to be addressed will be focused on assessment, diagnosis 
and treatment of chronic pain, as well as identification of risk assessment tools and 
treatment strategies to employ in the practice setting. 

Post-live event final content will be edited to allow for additional enduring self-study 
adaptation. The live activity two distinct 30 minute educational 
modules and will be adapted for activities via personal PDA systems 
utilizing software developed and distributed by Epoorates MobileCME platforms. 

Distribution/Invitation Process: 

Live Event 
The live symposium will be announced and promoted through the use of approximately 
10,000 printed invitations via direct mail ta identified target audience related to the 
IAPCD conference. A second mailing of approximately 650 to all those pre-reglstered to 
attend the conference. 

Request for Sponsor Support Live Event 
As a supplement to these primary methods, MediCom Worldwide, Inc. may request the 
assistance of Cephalon, Inc. in the dissemination of information regarding this program 
to the medical community. The content of such information, however, is the responsibility 
of MediCom and any such distribution will solely be as a supplement to MediCom's 
primary methods of announcement and promotion. 

Enduring Material 
Epocrates Distribution Plan 
Epocrates will distribute educational content through Epocrates proprietary MobileCME 
system to Epocrates subscribers. Hosting period of the activity will continue 12 months 
post-launch of the activity. 

Target date of launch 
Activity will launch via MobileCME no less than 60 days post-live event and will maintain 
accredltation throughout the 12-manth hosting period. 
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Live evet,t 

Epocrates Mobile.CME 

IAPCD SateH.ite Symposium Activity Timeline 

2007 

Live Satellite Symposium duringlCiPCD, June 21 to :24, 2007 

Epocrates Mobi'leCME release date1 September 15, 2007 
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Conflict of Interest Identification and 
MediCom Wor1dwide, Inc. is in full all rales and regulations put forth by 
the ACCME in the revised Standards for Commercial Support. MadiCcm has defined all 
those in position 
members and all those internal staff who are in position to write, alter or 
content of a CME activity. 

All members identified in the planning process must provide signed disclosures to 
MediCom prior to the planning of the activity. 

\/\'hen individuals in a position to control content have reported Financial Relationships 
with one or more to resolve such 
conflicts to ensure I bias. Tr1e followinrJ 
mechanisms have 

• Peer review of content hy external reviewer 
• Content validation by external topic expert and internal MediCom clinical 

editorial staff 

MediCom Worldwide, Inc. Disclosure Policy: 

(Attachment A) 

MediCom Worldwide, Inc. Content Development Policy; 

(Attachment B) 

MediCom Worldwide, Inc. Faculty Selection Policy: 

(Attachment C) 
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Program Overview 

Post-Activity Reporting: 

Course evaluation forms will be required for all participants who seek to reoeive 
continuing education credit. MediCom will summarize the information collected in a 
formal report to evaluate program effectiveness and participant learning. 

Participants will evaluate the following components: 

1. Overall content 
2. Faculty teaching effectiveness 
3. Format 
4. Usefulness of information 
5. Relevance to practice setting 
6. Fair balance 
7. Impact to the care of the patient experiencing pain 

In addition to rating scales. pal'tioipants will be asked to participate in pre-/post-testing 
scenarios as a measurement of learning. Leaming will be analyzed based on setr-

activity, and how well he or she be able to apply learning to a specific practice setting. 

Confidential Page 16 

TEVA_MDL_A_01855288 

P-29481 _ 01128



07300JJ.27

Confidential 

Budget Summary Overview 

IAPCD Accredited Satellite 
Proposal 

Plus Enduring Material Opflon 
ew 

Satellite symposium 
et 2007 IAPCD 
conference 

Symposium 
adaptation: two 
independently 
accredited modules 
based on content 
from live activity 

Two-apeaker accredited 
live symposium 

1.5 hour symposia 
edited to allow for two 
30 mint1fe educational 
modules based on 
content provided at live 
event 

·---

250 conference 
attendees 

2 MobileCME 
bmadcasted events 
based on content from 
live e'lleflt 

Minimum guarantee of 
600 CME completions 
per activity 

Confidential 

Direct Costs 

lndi~ect Costs 

Total 

Direct Costs 

Indirect Costs 

Total 

$75,935 

$44,625 

$120,560 

$112,800 

$12,750 

$125,550 
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ille, Pennsylvania 19067 

Satellite Symposium In coniunctlon wtttt the 7th lntematlonal Pain and Chemical 
Dapendaecy Conference 

Approval Signature Date 

Note: no work may begin until UediCom receives, via email or fax, this appro.-al with signature 
,nd date 
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MediCom Wo~wlde, Inc. 
101 Washi"9ton Street 
Morriml&, Pennsylvania 19067 

Satemte Symposium In conjunction with the 7tll lntematlonal Pain and Chemleal 
Dependency ConferallC& 

Dini« mal 111\lllaOoaa, mall1d Ill AlgjtaAd mMlillg lllfl~dei,a; iOOludes pllnli11Q; !le\Hllcp-1 el 
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MediCo"' o,...,& a11mpoa!11,. 11eol'd1■■1Ja.n: 2 .,..dlCoa staff 
Qnphlc detlgn 

A.eetNdiC.tlDII of prognim ..,,.. Clilllli; iol!ilud .. 41ittribwtiO!l of n ~•rtifi-~ 
lrHting 
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MediComWorldwide, Inc. 
101 .... washington.·Street 
Mc:>rris\rtlle, Pelilnsylvaniia 19067 

Program•.Qescdption 

Online Ad3ptationfr,om Live Symposium 
Hosted as MobUeCME via E.poctat~s 

Thi$ prnpo$al is fof adaptation oh llve sympo$ll.lm a9Cflildited tor self study via MobileCME ttiroQiJf,\ ~ates mobile 

medical sottware •. The $0 ftlinutenve pragranlwiU !l;eJOfinatted mtotW() separa~ thlrtymlnuteed\loatiQl'lal mo41il!lsli$ .to.be 
, posted fon:redit j!®tlive actMty. Eacil faculty presentation and toplc wiD. be tailQred 'lo meetIDe speclficaliclris for mobile 

posting 

Approval Signature Date 

Note: no work may b~gin until MediCC>mreceives, via email or fax, this approval with 
signature anddate 

Confidential Page20 
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MediCom Worldwide, Inc. 
101 Washington Street 
Morrisville, Pennsylvania 19067 

Prog,- D•v•lopl'1'letlt 

Online Adaptation from Live Symposium 
Hosted as MobileCME via Epocrates 

lndudes aeation of graphic user interface; cooroinalion with activily specilicetions from Epocrates 
ledmioal taam; coordination lilAlh speak•r for lnal review;Medical A!lview and editing of liw amivlty. 
90 minute activlly will be subdivided into two 30 minute educational modjjea 

Accredililtion of pmgram for CME; Includes bath 30 minute modules; fees include a guarantee 
from Epocratts: tor a minimum of 608 CIIE C6rtlfiealee per accredited activity $ 5,000 

Data managtillfflant $ 

lnduttes management of participant databa!e, date analysis, quarterty reports. lnal summary re 

Confidential Page 21 
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Budget: 
Live Activity: 
Epocrates Activity: 
(Inclusive of two independent 30 minute activities) 

Total Budget: 

Budget Reporting and Reconciliation: 
Appropriate Use of Commercial Support: 

$120,560 
$125,550 

$246,110 

a. Funds should be in the form of an educational grant made payable to 
MediCom Worldwide, Inc. 

b. No other funds from Cephalon, Inc. will be paid to the program director, 
faculty, or others involved with the CE activity (additional honoraria, e:ictra 
social events, etc). 

c. MediCom Worldwide, Inc. will furnish the commercial interest with 
documentation detailing the receipt and expenditura of the commercial 
support within 90 days of activity completion. 

Payment Structure: 

50% due upon signing of agreement 

Final 50% due June 1, 2007: 

$123,055 

$123,055 
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2. MediCom Worldwide, Inc. ~equire& all those in a position to control content to provide specific information to 
CE participants. 

3. MediCom requires faculty to provide specific informaticm to CE participants. Disclosure is required in two areas: 
• significant relationship between 

rogram, and (b) the 
manufacturer of any product discussed in the CE program or related to the topic of the event 
lnfonnation preceding twelve.-month 
period. If the 

• Discussion of Unlabeled Use - Faculty must disclose in writing and communicate in writing through 
or that the product is still 

4. Faculty are required to complete the MediCom Worldwide, Inc. Faculty Disclosure Forms, and Attestation 
Forms prior to the program development process. 

• (Required forms attached) 
5. Disclosure Forms must be completed and returned to MediCom prior to content development Faculty refusing 

to disclose may not participate as a speaker for program in which disclosure was not obtained. 
6 . Potential conflicts of interest disclosed will be reviewed by MediCom and must be resolved prior to the 

educational activity. 
7. Once a conflict is ld e ntified, a content validation process is initiated to ensure that the content or format of the 

CE activity and related materials will promote improvements or quality in health care and not promote a specific 
proprietary business interest of a commercial interest. 

8. MediCom conducts an unbiased review of all plem'led content for activities certified for credit to resolve any 
actual or perceived conflict of interest that exists. 

9. Faculty must disclose to participants prior to the start of the educational activity the existence of significant 
situations where a direct commercial support relationship exists with the educational activity. 

Confidential 

SOP Disclosure 

Attachment A 

page 1 of 2 
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10. MediCom discloses the following infonnalion to lmmers: 1) the name of the individual, 2) the name of the 
men::ial interest 

g each CE activity. 

Faculty disctosures will be documented and available to all participants via written participant handout 
information i.e.; syllabi, introductory slides, wortbooks. 

• Disclosure will be made available to audience at the start of each activity. 
11. Faculty must alao disclose prior to the start of the educational activity if no &igriificant financial 

relationships exist. 
12. If faculty members present at multiple independent educational activities, a separate disclosure form is required 

for each activity. 
13. 

content review staff and outside external expert reviewers and faculty will complete a Financial 
Disclosure Fann that contains Iha following information: 

• ais well as the name(s) of the commercial 

• The form shall solicit information ebout the financial relationship(s) of the reviewer, faculty member, 
orter, as well as 

manufacture.s of products associatea the topic o1 the activity. 
• If no relationship exists. there shall be a box to check to that effect. 
• The form shall solicit information firom the factilty member as to plan to address off-label discuseiol'l or 

investigations! use of a drug in hialher presentation. 
14. Timeline for disclosure of financial relar10nships: 

Confidential 

• lntemal reviewer will completii the disclosuR1 foflll upon employment. 
• will complete the disclosure fom, at the time a relationship with MediCom has 

• Pl'lilsenting faculty will be asked to sign a disciosure form at the time of invitation to participate in a 
planned program. 
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Content Without Commercial Bias 

Joan Meyer 

To establlsh criteria:, poJicy artd process of implementation of content $fanda,rds of CE activities in a.ooordancewith 
theACCME Standard forCommerplal Support; Contentand Format withoutCommemial1 Bias, and the content 

.requirements oft~ .ACPE 1;1nd Cafiforn1;3 Board of Registered Nursing. 

mos· 
docu ntation- r· o 
a. Presentations attdior its related maler1ais mustpromote[rnprovements or quality 1i11 health -care and not a 

specific proprietary business .. i('lt~rest bf .• ~ .<:ommercial interest 
b. Presentations and/c;,rits relatedmaterialscmust • vlew of therapeutic options. 
c. Use of generic names within the bpqy o.f · r it$ related materi~ls ls required. 

• Related ·presentatiofl materiats may contairi trade Us1)mes foral1 genedc products contajned with 111 the 
presen(iiltion that~re from1s~veral egmpanie.s, as avail!:11:\ite, 

2. AU content from CE activities wiU uridergo content vandaUon pr®ess. 
• Content must conform ,to ffi,e gener:a(ly accepted sta:ndafds of experimental design, .q:ata collection 

and analysis. 
• Faculty rnust. attestto MediCom that the presentation conte,f'iitor content of its ,related materials promote 

improvement or quall.ty in healithe:are and.not a specific proprietary business interest of a 

commercial interest 
• F acuUy must attesUo MediGam that the preseniii!tion gives ~ balanced view of therapeutic options. 

• MediCom'sjntemataodi externaltreviewers musl evaluate aocl attesHhat faculfy presentation and itsrelal:ed 

materials promote improvements or qualify lo health· care and no1 a specific proprietary business ihterest of 
a commercial interest. 

• Internal anc::I external .. content reviewers must evaluate and .att~st that the presentation g:ives . a balanced view 
(>cftherapelltic options, 

, 3. Activities are not eligtb'le forcertificattonit the content ~ndlorformatpro:mote [ecommendations, treatments or 
.manners or practicing medicine thaLare not within the definitl9n of CME. or are known . to have fisks .. or dangers 
thatoutweigh the bene~t$ or areJml,)wn to b~ ineffe~tive in the tr-eatmentqt patients,. Activitie$ that offer . · 
recommendation, treatments or practice manners outside of tnedefinitlorrof continuing phannacy or nursing 

education> or that have, risks or dang:erstliat outWelgh the benefits or are 1<nowl)fo. be inl:lffective are not eligible 

for cerliificatton. 
4. CE.a"ctivities must be developed<:3r:Jd preseote!d utilizing the prinpiples of~dult learning, whlchfa,clUdesthorough 

assessment of learners' needs a11i;l fopus on P<!rticipant · invol\fement in the leamlng · process. 
5. Faculty ~elected to parti.cipate must be demonstrated thought leaderi. in the topic of the GE activrry and mus:t 

havedemon$lta'ted skill inprovid ing educatioQ, toadult ... leamers .. Faculty should hold advanced degree$ in their 

ar~ qf speciaUy, and shourld be .li\\ct;ive in. res~rch or p.atient carE!within an acadei)lif,}9r clin~~I setting. Faculty 
may notbe employees ofth~ CQO'lrtie.rcil:ll supporter ofan.etiucational .a<;ti:vity, regardless of quaHficauon. 
faculty wUl be as.kecI to provide their qt1~lifigrnon;§and erj~cation.;11 baci<g,round to acfot~ty planners for review. 

Facultywillbe ctdvisedof content r,equiremenis in their faculty letters. 

SOP Content Wtthoutoornmetciaf Bia:,. 

Attacliunent B 

Confidential 
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6.. MedlQorn may solioitthe review py an expert revli!jwer; mernpers of tbe MediCom, Vvor1dwide, Inc .• advisory 
committee provide, oversight of MediiC;t;im's PJQ9ramplarmi11s;i andctesign.JK member Qf the advisory comlrlittee 
may bea§ked to pmvid;eoontent reviewJ:orseleeted ·fJlecfiCom activiti~§-Whenevetp()ssible, advisory 
committee members are Qsked to re\dewactivlties th.:;tf~liwithln the1r@tea of clinicalexperuse. 

7. The .. cliAical pharmacy consultant provides OVflrsl9htahd1review of progfam plan · · sign ~nd in-depth 
eoritent••reviewpf.Eiach aeHvity,;ang•·•verifiesthat.'theproposed .amounts•Pf•ph:a~ hours and• co,llentare 
appropriate •t<>r.••Pharmacy. cre~it: 

8. The. exeeVtivf.:J di~ctor wm give final ~ppr9va! 'for the ac:tivity oontenLanf appropria<te eredll/eontaet hour 
de~.ignatton, indicating l~ailthe contentlstteerned va1i~and within th~eritetiatas stated kt this poltcy. This form 
wcll1be signed by the executive·oirect-0r.Jtlis J.s oontaine:dm tne CE planning d0<;u01ent · 

9. Evidence of valid eontentwfll be piaeedJn.lhe activity fife under p.lannlng. 

Confidential 

SOF' Content Wilhout Commercial. Bias 

Attachment ,B 
Page .2.of.2. 
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Subject Faculty/Speaker Selection Date of Origin January2000 

Approved By Joan Meyer Revision Date August 2004 

To establish guidelines for the determination of qualitative and quantitative considerations in the faculty 
selection process. 

and must have 
demonstrated skill in providing education to adult learners. Faculty should hold advanced degrees in their area of 
specialty, and should be active in research or patient care within an academic or 
be employees of the1 C(Jml11erci,al ~,ui:;,porter olf arl e1::lu(;ation;al ,ictivitj of qualifications. y will be 
asked to provide their qualifications and educational background to om for review. Faculty will be advised of 
content requirements in their faculty letters sent by MediCom_ 

1. Faculty must attest to MediCom that the presentation content or content of its related materials promote 
improvement or quality in healthcare and not a specific proprietary business interest of a 

Confidential 

commercial interest 
• Faculty must attest to MediCom that the presentation gives a balanced view of therapeutic options. 
• MediCom·s internal and external reviewers must evaluate and attest that faculty presentation and its related 

materials promote improvements or quality in healthcare and not a specinc proprietary business interest of a 
commercial interest. 

• CE activities must be developed and pmsented utiii2.ing the principl&s of adult l0arni11g, which includes thorough 
assessment n p:lrti(~panl involvement in the learning process. 

2. Upon selection a e ter of guidance is wrrtten to the faculty outlining 
the expectations. 

3. Each faculty member must submit a CV for review. 
4. Each faculty member must complete and sign a disclosure fonn and attestation form. 
5. Those faculty members who do not complete required disclosure information will not be permitted to 

participate in the activity as planned. 
6. The executive director or designee will communicate directly with faculty, providing each faculty member 

with written information related to objectives of the program. 
7. The executive director or designee will provide technical assistance necessary to prepare materials 

for presentation. 

SOP Faculty/Speaker Selection 

Attachment C 
Page 1 012 
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Dest~rtliinaJion• of.Number of•Fijtµlty•Reqtdr~p~r•Planned•1',~tivity 
1, An appropriate nu , . of qualified fa~uny niemb~rs $11:811 be utilized for each contlnuirlg ,education prog(am 
2. The executive directo ilH,e resp,risibte for determ.ination of nun,ber of facuUy r~QIJimd .for eacb program. 

Deterrnlnation wm be based on number ot topi.cs. depth of su'bjeet matter and anticipated duration of 
the ptpgram. 

3. Mecucom Will strive to maintains ratio otat least one fac\.dty member perievery one hour .of fonnal 
didactic• lectUte, 

Ill. Program Evaluation 

Confidential 

1. A program .evafuati:onfom'I is developed for ,each activity, which isintended to solicit: participant's 
asse:ssrnent.of facutty .•. effecti:v~ness. 

2. Evaluation fortil~ are distri~utedto.partioip~nts •• atJhe e~g •• of,ach .actlvity .•• each partlcipafiltis •. required to 
compfete the fotrn •.• as •• designed,· as.weU·as provide••any. \Witten.feedbacKoroomments regarding pmgram. 

·3. A formil st,1mmary report ·is comple~ following ,e.,c:fi program '°f program series. This report oom:pil~s the 
re.sufts Of the evalu.a:tfon forh!l, as wefLas nanat:ive c0tt1ments• fromparticfl)ams. 

4. A destgnated member of the ce staffwm directlymonJtor each edttoetionat activity. 

SOP Facul~y/Speaker Seleclio.n 
AttachmentC 
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Cephalon➔ 
deliver more> 

Confidential 

Exhibit B 

ACTIQ Risk Management Program 

Provider is aware that ACTIQ® (oral transmucosal fentanyl citrate} [C-11] was 
approved subject to a Risk Management Program (RMP}. The RMP includes 
key safety messages that are essential to the safe use of this product Thay are: 

• ACTIQ is indicated only for the management of breakthrough cancer pain 
in patients with malignancies who are already receiving and who are 
tolerant to opioid therapy for their underlying persistent cancer pain. 

• ACTIQ is contraindicated in the management of acute or postoperative 
pain, because life-threatening hypoventilation could occur at any dose in 
patients not taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 
• Patients considered opioid tolerant are those who are taking at least 60 

mg Morphine/day, 50 mcg transdermal fentanyl/hour, or an equianalgesic 
dose of another opioid for a week or longer. 

• Instruct patientsJcaregivers that ACTIQ can be fatal to a child. Keep all 
units from children and discard propedy. 

• ACTIQ is intended to be used only in the care of cancer patients and only 
by oncologists and pain specialists who are knowledgeable of and skilled 
in the use of Schedule II opioids to treat cancer pain. 
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FENTORA Risk Management Program 

Provider is aware that FENTORA ™ (fentanyl buccal tablet) [C-11} was approved 
subject a Risk Minimization Action Plan (RiskMAP). The RiskMAP includes 
key safety messages that are essential to the use of this product. They are: 

• FENTORA is indicated for the management of breakthrough pain in 
patients with cancer who are already receiving and who are tolerant to 
opiold therapy for their underlying persistent cancer pain. 

• FENTORA is contraindicated in the management of acute or postoperative 
pain, because life-threatening hypoventilation could occur at any dose in 
patients not taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 
• No misuse of FENTORA should occur. 
• Unintended (accidental) exposure to FENTORA should not occur. 
• Patients considered opioid tolerant are those who are taking at 60 

mg oral morphine/day, at least 25 mcg of transdermal fentanyl/hour, at 
least 30 mg of ox:ycodone daily, at: le(~st8 n of oral hydromorphone daily 
or an equlanalgesic dose of another opioid a week or longer. 

• Instruct patients/caregivers that FENTORA can be fatal to a child. Keep 
all units away from children and discard properly. 

• FENTORA is intended to be used only in the care of opioid tolerant cancer 
patients and only by healthcare professionals who are knowledgeable of 
and skilled in the use of Schedule II opioids to treat cancer pain. 
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October 31, 2006 

Bhaval Shah~Bell, PhD 
Cephalo,n, lnc. 
41 Moores Road 
Frazer, PA 19355 

Dear .Dr. Shah-Bell: 

As an accredited provider of continuing medical education, rvtedlCom Worldwide, Inc. 
has recently completed a comprehensive needs a,ssess,rnent to identify the educational 
needs of health ca:re professionals in the field of pain management. 

Based <:J>nthe identifiedi9ducati:onal n~e~, MedlCqm is request:jrig an educational grant 
from CephalOn. Inc. to suPpbrtthe t,liev.el ofaliye.symppsi1..1m in conJ1.mct1pnwlth 
the International Association of Pain .and al Dependency Confer¢nce to be held 
June 21-24-, W07In NewYorl((;Uy. In additlonfo the liveprogram, MedICom is 
requesting additional rundiog to provtcte endorlng materi'alsµpport initiatives resutting 
.from the cor1tent developed forthe lhl§lmeeting in or¢erJo ma~irnii:¢ the reach to 
physicians thronghout.the·united. States. The •• activlties••·descrioed.in•.this proposail 
include: 

1. Livesymposia 
2. MobUeCME eq11cational modules hosted via Epocrates software 

and delivery system 

The total grant request to fund these acUViUesJs $246; 110; • please refer to the detailed 
budget sectton ofthis proposal for complete grant funding details of the individual 
educational ihitiative,s. 

These sd~htific eventswm comply with all OIG, PhRMA, 
industry--supported professional ctJhtinuing •education. 

Thank you in advance for your consideration of this request 

Respectfully, 

JoanMey,er 
Executive Director, Continuing Education 

MediCom Worldwide, l.nc, 

and ANCC regulations for 

101 Washfnatoti Street• Morrlsvme. PA 19067•215-337-9991 
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" MediCom Worldwide, Inc. -

Needs Assessment 

Ove,view 

The NationaLPain Foundationsuggest:sthat morethan 75 mill1on Ame.ricans<experience 

chronic .. pain••with •• an .asso~ia:ted annual COSlt .• of.apprgximately .$1•00.•bUljon .• In···rnedical 
expenses, lost••wages•andlost•productivity ... 1···The .• high• p;rE:)va.l~nce of chronic •• pai11, 
combined with its enormous cost, make unrelieved pain a huge public health pro.blent 

The•• 199,9 JCAHO guidelines for rtlan~gemenfof pain were Onli! of]he fi.rst stepstoward 
the United States congression€1lmandatefor adecadeofpain •control and research 
(2000-2010)rJJeant to increaseawareoe~s of ch.tonic pain and treatment reqliirements 
for hE:alth ~are prc:iyiders.?·3 Although hea1tt1q~re Pf9Yidiers are becoming better 
educated about··•th:e•scianoe of•paJh• management,an. educational• .. voidstlH •exists . on .how 
to care for thechronicpain patient poputafion.4·

5 Jrr light ofthis voJd, continued federal 
congressiona1t supportfor.painTe,se~rch in1tiatives, .conducted. by the Nationa,.·.lnstitutes 
of Health, is expeetedto ·beapproved by thEI .Senateprior to January•1 ,.2001 •. 1 

GJ1.ronic. pa.in is persistent, multifactorial, often intractable, and affects multrple health 

domalns'. •.. Pati•ents' responses••tO•··chronJc•·pain .and •. thet,,psies.are.highly •. indrvidUalized. 
The most common types of chronic P:lll·in are backaches, headachiieS, and arthritis; 

although many othertypes ofcnronic pa.in exislJsuch asryeuropathic pain and 
fibromyt.1ilgia. ChrCltliC .Palp impacts c1nd compromisEJsthe pati~nfs normal ability. to 
furn:::tion physiologically, psychologically. and socially, riegi;ttiv~ly.affect1ng •.. overall quality 

ofJife.6 

Either a mutti~ or interdisciplinary c~re modeI is con§idered on,13 of the preferred 
methodologies to assess· and treat chronic pain comprehensively. Accurate assessrnent 
andmonito~ing of paittand cornorbiditiesusir:ig .valldateddiagnostlctools help to stratify 
pati:ents and determine individualized therapeutic plans} 

Frequently,·patients with persistent pain t ypes experience retativelyshort episodes ot 
worsenlnij pain which is r~t~rred to . as bre;c:1:kthroughpain. Br~akthfoLJgh. pain is abrupt, 

shorUiv,ed and Intense. ltp:resents as 8 painful episode .orepi:sodes iQ patients With 
otherwi·se stable, persistentbaseliine pain. Assessment is critical to determine the 
existence otbreaf<thtpug,h pain, as fnadeguatepe1rsistentpain therapy may confuseJhe 

dlagnosis•·•• •Chroqic .• baselirl•e•·••pai~•••rntJ§t.••be••a~.5~ssed•as••••~table.•~~fore••Eldi§lgnosl~ of 
breakthrough pain canbe conflrmed.>The charapteristiicsqfbreaktt'lroughpain•·require a 
thera11eutrc approach that is differ.ent from the ones usually prescribed to patients with 
pe,rsistent pain.8 
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Chronic .paiffiS considered undertreated .or inappropriately treated. Inadequate treatment 
may be.,:ittributect, ..• iin •• part, to •• the.~liqiclan's .• 11,ck of r~co9niUo~. of.breakth,rough •• pa:ln. 
Breakthrough pain. may ~e incidi~ntal (pr7dictabi~1unprecfiptable),jdiopathic, or related 
to. end-of-dose. Breakthrough pa.in (BTR)~dds. significantfyJo the §l<istingbµrden . of 
chronic p~in. in. terrt1s• .of •• both.health •• ~omains. and ec91nomic irnpact ..••• Proper.a$S'essment 
and .diagnosi.s of boll, chronic and breakthrough pain is essential for adequate and 
appropriate treatment8 

Barriers: to treatment, whether as .a result of the patient, physician or health 

care/i nsuran~e systen1, are necessary to understand in order to clrft1mvent~uccessfuHy. 
UnderstandingJherapeutics, both. pharmaeolog:iQ81'1d 11onpnarm9cologic, ancttheir 
a:ppHcatlons alsqh,eip to .. r1;:~tore functionality for the. chronic pain patientacross all health 
domains, restoring or improvi:ngquality of life. 8 

An Educationaf Ne·ed 

A:sthe thera~etttic specialty ofpain manag,ementrapidly EJvotves, itis critical for 
practftioners. who .. treatpatients.in •.• pain·.tofully .undersfapdthe latest.researqh · .. ~nd 
improvements in assessment and management of chronic pain .and breakthrough pain. 

It is evidentthmugh reViews otsurveyres1Jlts, expert opinion, guide:nnes, research and 
publications •• that pain rna:r,~sementpractitioners. require medical education•.to .better 
understandJh.e compl~xities c;,1n<:tsubUe nuances of the ·· phy§iology of pain, types · of .pain, 
therapeutf.c options, palient ass~ssm.entand ther1:1peuticJnanage1T1ent.. The potential 
benefits of continued education are improved. pafient .. carie and outcomes, 

Surveys 

In .June; 2005, it Wa$ reported thatl30% o[3()3participants. in :an American Pain 
Foundation(APF) Voices of Qhronlc Painsurveyplaimecito experi.ence BTP .one or 

more times gaily, severely impacting.the quality oftheir lifeano oyeralJ weUA1eing. 9 \/l/lll 
Rowe, ... e:xecµtive.director •• <:>f fhe APF.• in BalUmore, •. was·•. reporteq •• as.statin9,"Afth¢t!!gh 
medical so'lutions, existto reliey~ or ease pain, the reaHtv.JsJhaf moet pain goes 
untreated, undertreated or 1mp!operly treated, wlth milHon~ of patri;,nts.suffering tn 
silence," 9 The .Voicfs of qnronic [=>.3i9 $l{,v~yalso fo1,1nd more than three-quarters (77%) 

of. patients surveyed saJ~ PhFlY are looRing,f Pt new optiOilS to lre~Uheir pain. Only> t4% of 
those s.urveye:d repo~~d thatt~~ywere §atisfteq!Nith thejpcurrenfmedicati9r1s and less 
than.h3lt (48%) of respon:dentsJe~t theywere currently gett.ing enough information onthe 
mosteffe.ctive YJ::1yslo !Jlcllnage chronic pain. It is estimated that only one in four patients 
received .adequate·treatmentJor their pain.10 

Results from a ~oos swrvey e>f chrqnic p.aiin patients in Ohio demonstrated that20% of 
the respondents repo~ed·to the etner~ency depa~menrt V111thin .thepreviou~ six months 
for81"P, sug~esttng {hat lheirpain was not pejngmana:gedapp~opdately.11.The 
increased utllization of e~ert:iency d~parttr1ents as a substitute for outpatient pain 
management, resultlng••io·· increas~d ••and•••prolonged •hospital. E1dmissioO$, is• not· .. (:l. •· cost-
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effective solution and indicates that education may be necessary in order to .achieve 
practice improvement: 

Table 1 from the Ohio survey d$monstrates the support or information .desired by the 
surv~y.responder1t§with chrgnfcpaih. Almo,t~O% did n~t~r1ow whaf they needed. Ten 
percent requested better access to and more .effective pharmacofherapy.11 

Table 111 

Nate: Because mulfJlple responses were, allowed, percenta:ges may not sum to 100. 

Nearly one-half of the respondents in a 200'4 APF S:Urvey entitled Americans Uving with 
Pain reported that their pain is not under control. These reports were especially true in 
patients with ever-present pain, in men and in patients of mi,ddle. age.12 

A recent'surve:y, conducted at Beth Israel , New York City, reported recruitment of228 
patients with diver$e types of chron.ic noncancer pain from nine (,9) pain programs who 
were administered a telephone questlonnaire with a breakthro1,,1gh pain assessment 
algorithm or[ginally desig1ned for car1tcer patients. AU patients h~d controlled basefiine 
pain, and l68 {7 4%} experienced severe to excrucl:aling BTP with a total of 189 different 
types repo:rt~d. The median number of episodes per day was 2 (range <1 to 12) and 
median time to maximum intensity was 10 minutes (range Oto 180 minutes). Median 
duration of the breakthr,ough pain was 6:0 minutes (range 1 to 720 minutes). Patients 
identifi.ed a precipitant for 69% of pains,, and 92% of these were activity related. Onset 
could never be predic\ed for 45% of pains and only sometimes predicted for 31 % of 
pa.ins. The authors concluded that BTP is highly prevatent and vari:ed in this population; 13 

Survey results suggest that BTP is not managed appropriately; is costly, chaHenging, 
and debiUtating to the p~tient. 
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£:,xpert Opinion 

Raymond Sinatra, MO,PhD -Director Inpatient PeHn Management .Services, Yale 
University School of Medicine. 

"Clearly pain is. undertreated in .many hospitais. As a baseline, physicians· are 
taughtVery Hittteabouftne asse~sment or managerpent olpain in their medical 

training. Jn 2001' tne Joint Commjssi0:n onHeE;1Ithca:re /\ccreditatiqn (JC,4.~Q) 
enacted .a ·•seri!s••of·•gqidelines.atmed•· a{.improvin~• pain·•managernent .in hospital$, 
nursing homes,JehabJliip,tion ce11Iers an?~mbulatqry medii;~I facimies. JCAHO 
mandated thathealth. care practitioners . be educatedcibo4tpain. scales., analgesic 
medicati.ons and nonpharrn~cologicat techniqyes. for pain control.',1 1 

Daniel Bennett, MD - .AssistantClfnicatProfess.orof Anesthesiology and Pain Medicine 
at the Vniver$ity ofColorado. 

"Somephysicians rely •o•fl 1:abaratory dat$lObJectivephysicatflnding5and such,.I 
believe y,01.1 .. m,ss. the;markJrlpain. treatment by .fo:cusi119 only on tbese traditional 
(iie; a1IopathicJ .• a:ppr0,ach~s.···rnis •• ls•••not·to .say thiat.Yle •• sijquld •• nol use. the!Seln. the 
defini.flon of structural pa.thology(one Wou.lci: be r~rniss to notdo thistWe cannot 
directly mea.sure patn, and thuswhat we observeJsthe summation of how the 
particular· pain .. sigcr1al . (ie., •• $lirr,JIJIUs) .• ~ff8<:ts.the lndivi(j~~'• pers.on •• (1e, p9in 
behavior). Ot:Jviously,)vljat is presentedto us· i'S the Sl.Jtnrnauon·of t'1efayeriog of 
the supratentorial processes th.atma'ke usind.ividualas human beings.~ 

"Therefore, my philosophy in treating peoplewho Uve with pain islo recognize 
thefr individuality, and incor.porate what I understand of pathophysio1ogy with the 
effects to .themas a p~rspr,-... l"his a:li9w.sithe. individual direction of care lo 
optimize the function~! outeol"Oe, which. I • believ~ is the most important 
determinate lnsuccessful treatment"12 

Donald R. . Taylor, MD - a board certified anesthesiologist anr,f pafn medit;ine physician in 
private practice in Marietta, Georgia. 

"The.shift from th~ipRN path mana,g:eunentmoci~rto ap,:()deI based upon around
the~clock dosing: with breakthrough pain.(rescue) medications .re1presents a shift 
froman old to t:t new pain treatment parijdigm.''13 

Lynn• Webster; MO/ FA £PM, fASfl.M .... MedlcafDJre.t;;tpr, Llfetree. Pain Clinic; Medical 
Director and CEO, Lifetree Clinical Research,. Salt Lake City, Utah. 

''According to the 2003 N8ti1on:al survE):Y on !Drllg Use and Health, new 
nonmedic,al · users of pain. relievers more .tt,an qu~druplierl during th€} .10--year 
period of the t990s. Many ,of these, fi,rst-'tin"le users are• young people. Substance 

abuse ls a :leadinij .cause of preventable illness and death. hl tbe Uoiled .stl;ltes, 
and opioidanalgeslcs are among the most frequent.ly>abused prescriptions. To 
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keep opiOids avc1ilable (o treatpain, as we must, doctors who treat pain are 
called on to hel!P prevent. abuse and addlc:tkm, too."14 

Joyce Lowinson,. MD - Professor Emeritus of P'$ychiatry, Albert !Einstein College. of 
Medicine. Bronx, New York, AdJunot FacultY; The ,Rooke.feller.University, NY, NY 

"Undertreatment ofpa01isagtobal public he.altlrprqblem. Pa:in is the compl:aint 
that bring,s the highestpercentage of patients. totheitdoctor's offices. There have 
been, great strioesinunderstarlding tn recentdeCadesh1the treatment of parn, 
yet the . problem riemains."18 

experts ackne>Wl(:dgethat pain assessmentandmanagementmodets arechanging., 
while misuse ... of.opiold •• Is .on •• the •• dsE;i• .•.• Practmoners.need••continuipg .. edyca\ion .• in pain 
assessment and management, Including riisk miinimization thro\.l:gh p,;1tient assessment 
and monitoring. 

Research and Puf)fications 

The Qo.chrane Collabotation re.cently. published the1r "Evidence~ba.sed Pain Management 
and Palliative Care,,i11: lssueQne fOc2QOp .. of the. gochrane Ul:iraey. This ecHtion of the 
Library. contains, 83 .. new reviews otwhich.the three have potential relevancefor 
practitionerslnpa:iff and••palliative••medicine.19 

A study authored by Stillman, 
treatrnent of neuropathic pai 

eland Clinic, addresses new advances i11 the 

SpaGek authored a recent artlcie about inadequate and/or inconsequent pain therapy 
and the importance of selecting appropriate therapies.21 

Several studies published in 2006 underscore the growi robl,em of opioid abuse in 
America. 22

•
24 Educational programs designed to address growing risk, to 

demonstrate tools that can help assess and monitor patients for risk of misuse, and yet 
emphasize the need to, treat chronic pain ;patients adequately will he,lp clinicians 
minimize the individual and public risk assooiated with prescripticon opioids. 

Educational ReoommendaUons 

There appears to be continuing need for education surrounding chronic pain, including 
episodic BTP. The accompanying social respons'lbi:lities requf red to· limit oplcoid misuse 
must also be a~dressed. A recent publication !by Bennett et al supports th~t 
breakthrough pain is identified as an Important clinical problem commonly experienced 
by patients with chronic pain. Teaching, clinici:ans how to balance adequate treatment 
with risk minimization and patient monitotlng practices will help alleviate fears associated 
with prescribing opioids. Key objectives for practitioners to be aware of in treating 
patients with chronic paijn are aimed at .indivic;Jualizing treatment, maximizing outcomes 
by improving functionality for the patient, and .mirumizing potential ri,sk, 
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Key Points 

• Chronic pain is a public health challenge; recognized as such by the 
federal government 

• Chronic pain is inadequately or undertreated; an estimated 19%-95% of all 
patients with pain experience breakthrough pain depending on the population 
surveyed and the definition of breakthrough pain used 

• Breakthrough pain is unp~dictabla and often different for each individual 
• Treatment barriers need to be identified and overcome 
• Holistic therapy includes both pharmacologic and nonpharmacologic options 
• Risk management is a critical feature of controlled-substance prescribing 
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P.rogram Title: 

Opioicf Thentpy in C~ronic Paitl_ with tr_~akthrc,u,gh Eptsodes: 
Therc1pf!JtJtic Adv«mc;es an"{} fheirfmpactcm Risk · 

Program: Objectives: 

Upon. completion ofthis .activity, participants should be able .to: 

1.. Summarize advances In understanding and management qfchronic paln 
a. Dlsti +sh. teatures,Jypes and deflr,itkjri Of p~in; chronlc 

and 
b. Recognize BTP.ln your patients 
C, Identify tools, Qtle~tions afud comnitJnicationtechnfques that 

.a.r~ •. designecI •• to···illlf)rove···pati:,ntlhealth •• care •• prQ\l'ider.·.dialo:gue 
d. Outline currentg.uide-U11es :available· which impact 

management of chronic pain 

ldenUfy options in the'?peutic s~l.ection botn pharmacologic and non 
pharrnacologtc.which may be prescribedafter stratifying patien,ts for 
different types Of painahd risk tevels -

3. OutUne effecUve cllnic~lstrategies arid 1noriitori119 protocol~ for preventing 
abuse and d.iversi<m whUe: effectivefy managing: patients in pain 
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Faculty: 

Russell K. Portenoy, MD 
Chairman,Departrnentof Pain MediCine and Palliative Care 
Beth lsrael Medical. Center 
New York, New York 

Lynn Webste·r, MD 
Medical :Director, Ufetree.Pain CHnic 
Medical. Direcfor••and• CE01··t.1fetriae. Clinic;al ••Research 
Salt Lake Qity, Utah 

Targeted Audiehce,: 

Health car~ professionals speciati~inr1in theJr.eatment of pain and addfctlo.n medicine ih 
attendance atthe7th Annµal Conferenceon.Pa:inandChemical Dependency. 

Target participatjon: 250 attendees 

CE Provider; 

The educational activity Will be accredited byMediCom Worldwide, Inc ... Med.iCom 
Worldwide, Inc. is a tlllty.ac.credited provider of: 

• CME credit for physicians bythe.Accreditation .council fotQontinuin9Medical 
Educatien. El:lchactiyityv1.tl:thin th~ .serie:swill~e accr.editedfor .amaximum of 
1.5 AMA PRA Category 1 Cretlfts ™. 

• CPE creditfor pharmac;i,sts by the AccredltaUo:n Council for Pharmacy Education 
(ACPE). Each activ:ity wm be approved for t .5 contact hours of Continuing 
Pharmacy Education. 

• CNE creditfor..rwrsesby the C::1lifomia5tateBpard of Reg{'stered Nursing. 
Each activity will be approved for 1.5 contact hours. 
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Targeted Audience: 

Health care professionals specializing in the treatment of pain and addiction medicine in 
attendance at the 7th Annual Conference on Pain and Chemical Dependency. 

Target participation: 250 attendees 

Format: 

Uve symposia held in NYC in conjunction with the IAPCD Conference. The live event 
will consist of live didactic presentations delivered by two clinical experts in the field of 
pain ma Topics to addressed will focused on assessment, diagnosis 
and treat · as well as identification of risk assessment tools and 
treatment strategies to employ in the practice setting. 

Post.live event final content will be edited to allow for additional enduring self-study 
adaptation. The live activity will be subdivided into two distinct 30 minute educational 
modules and will be adapted for distance learning activities via personal PDA systems 
utilizing software developed and distributed by Epocrates MobileCME platforms. 

Distribution/Invitation Process: 

Live Event 
The live symposium will be announced and promoted through the use of approximately 
10,000 printed invitations via direct mail to identified target audience related to the 
IAPCD conference. A second mailing of approximately 650 to all those pre-registered to 
attend the conference. 

Request for Sponsor Support Live Event 
As a supplement to these primary methods, MediCom Worldwide, Inc. may request the 
assistance of Cephalon, in the dissemination of inf1::im1ationre~ian:Jir is program 
to the medical community. The content of such information, however, is responsibility 
of MediCom and any such distribution will solely be as a supplement to MediCom's 
primary methods of announcement and promotion. 

Enduring Material 
Epocrates Distribution Plan 
Epocrates will distribute educational content through Epocrates proprietary MobileCME 
system to Epocrates subscribers. Hosting period of the activity will continue 12 months 
post-launch of the activity. 

Target date of launch 
Activity will launch via MobileCME no less than 60 days post-live event and will maintain 
accreditation throughout the 12-month hosting period. 
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Live Event 

Epocrates MobileCME 

tAPCD Satellite Sy.mposium Activity Timeline 

2007 

Live SateUlte Symposium during ICPCD, June 21 to 24, 2007 

Epocrates MobiteCME release date, September 15, 2007 
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MediCom Wbddwide,lnc. Policies: 

Conflictoflnterest Identification and Resolution 
MediCo.m WO[fdwidet lnc. is in full com~Jiance witll all rule~.and regulationsput forth by 
theACCME intheJevised .• Standards .for.cornrnercjaf SupportMediCoITlhasdefined alt 
those in position to controI content:~s.fr:Iculty, authors;, presenters.planning committee 
meml;lers andaU thosi2 internal staff who are in position towrite, altesr or Impact the 
content of a CME activity. 

All members identified in the.planning process must provide si-gn!ed oisclosuresfo 
MediCom prior to 'the pt~nning of the acUyity. 

V\Jhen •iOdivldua1s ·•1n .•• a ••• Pos!itlonto• control .cQnteJnt .haVl;!Jl!POrted·· financi~l HelatiOn$hips 
with one or more commercial interests, MecHCorn works with themJ.o resolve. such 
confncts to, ensure that the content presented isJree of .corn.me:rciatbias. Th.eJollowlng 
rnechanftsms have been identified in which to resolve conflicts J1s identified: 

• PeerrevieW of content by external1 revie,wer 
• Contentvatidation by external topicexperta:11:d internal MediGom clinical 

editorial staff 

MetflCom W()rfdwide, ·1n,c. DisclosureP:olicy: 

(Attachme11tA) 

MediC,om Worldwide, Inc, Content Develi9pment Policy: 

(Attachment BJ 

Medit::om Wodchtdde, Inc'. Faculty Selecti()n•PoHcy: 

(Attachment C) 
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Post-A~tivlty R~porUng: 

Course eva1uatfon forms. wm berequ:iredJor aRpartJcipants who se.ek to receive 
continuing .• educBtion· cretltt, •. MediOort1··Will •. 1:!Ul}lmarizt;t. the·Jrtforrn<-1,Uon coUected in a 
formal report to evaluate. program effectiveness and participant learning. 

Particlpantswlll evafu.ate theJciUowing components: 

1. Overall content 
2. Faculty teaching effectiveness 
3. Format 
4. Usefulne,s.s ofinforrnation 
5. Relevance to practice>.setting 
6.. Fair balance 
7. Impact to the care ofthe patient experiencing pain 

In addition to l'pting seates, partlcipantswHI be. asked to participate in pre-/posHesting 
scenl3rios as a. mea;surement ofle~tn.ing. Le~rnfng wjll t>(:) an~,ly:zed based .on self~ 
reported ··changes. ·in•.knBwled~e .. gr peroeptions ·•by.the •.•·partictpants.••as•El••result•••of thi:s 
activity, and how well he or shewill be ,able to apply leamingto a specific practice setting. 
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Budg,et Summary Overview 

IAPCD.Accredited Satellite Symposium Plus Enduring Material Option 
Proposal Overvi~w 

Satellite symposium 
at 2007 1APCD 
conference 

Symposium 
adaptation: two 
inde;pem:lently 
accredited modules 
based o,n content 
from Hve activity 

Two-speaker accredited 250 conference 
live symp<,sfum attendees 

1.5 hoU!r symposia 
edited to .allow for two 
30 minute ·educational 
modures :based on 
content provided at Hve. 
event 

2MobileCME 
broadcasted events 
based on content from 
tiveevent 

Minimum guarantee of 
600 CME comptetions 
per actMty 

Confidential 

Direct Costs 

Indirect Costs 

Total 

Direct Costs 

Indirect Costs 

Total 

$75,935 

$44,625, 

$120,560 

$1 12,800 

$ 12,'750 

$12S,5SO 
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MediCom Worklwki"fl, Ina. 
101 Washrnglon Street 
Morrisv1lle, Pennsylvania 19067 

-Satellite Symposium in conjUncUon wi.tb the 7th International Pain and Chemical 
De,pendency C:oniferen.ce 

Approval Signature Date 

Note: no w11rk may .begin u11tn MediCom re~ive!, via ~mail or fax, this a,pproval with signature 
an.ti .elate 

Confidential Page18 
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MeciiCom Worldwide, Inc. 
lot Washington St~et 
Motrisviills, Pennsylvaniil 19,Qe7 

SatelJife Symposium in conjunction wiU:i.th:e 7th International Pain and Chemical 
Depencfenoy·conferenc~ 

Dlrecf maa !nvriauon• 
Ditee1 mail 1nvlta1toi11,, m.illed to regi&1ere<l l'!l8etins attendees; includes printing; de,..,,loprnenl of 
dalllb!!~!;> !!linl!U hCllliepill).8 for' i'l!>\'.jistratioi1 

Oi1'41clm1111.111;1t purob«H 
Mail $ei'\•IQ&~,. pQ$tage, pllo,ne, tax, eman regl$tl'll~Ol'I 

lnctudes assembly; mail s~s antJJ)®lage, Follow up regultm.ent per phQfle, fax, email 

Jnvltatlon door-drop/advertisement twe 
Partielpantham:lcnlls 

lnclud~. p[in!ing •Qf l)a1llciP'.l l)I.WQp(POilk;wmtr,1qMlEJ .accredi!a~on lnfor!llatioo, $pe<J~er•blog$pb!G41 
al)d di$!)iQ~!;!!'!l lnfoljl'laHon, l!genda, am:t symp()l)ium grapl1i()$; t<11/l l qt,<lfltjty 1!25 cotor copy 

P,0sters lid\iertlsementmatenart 
Faculty expense& 

HQMrana: 
MDapel'1{2l 
Melli e.>Q)eose faoollv 
Ground transportation 
Roi>mRerital 

gZ$0X$11,PP 
ls:u~I services: ln~!u.dlit!l <llgil'al audio record 

Madk;:om &i<pllllSeli 

Acoommodali(lns 
Meals 
Gr(11Jfld lra!1$PQrlalio11 

Slillpp'lng/Fed Ex 

Includes facMfy recruitmim1, agenda w ordirta!I011,, cootdlllalion with assoctatiOn; 
coordl~ati()ll with venue: participant J"ll«uilmimt; coordination or fitming of pafien1 video case sludy 
equIprne11t ranta!; 
Development .Edltonal 
m{;;lijde1; preSl;lptalion sUdes:x2 taculty ,approx 00 s~08$j ellitortaf content revievt, 
refereoaI aM raot checking; de:si9n and format. 
M.edlC1>m on-siw symposj11m coordination; 2 MedlCom staff 
Grapbk: dl)sfgn 
AcCll!dltiltion Of program for CME; Includes distribution of c11 c11rtificati>$ 
Data·b~•e d;av,lopment recor:d f!'ll'cklng 

Confidential. 

$ 

No charge 

$ 

5,750 

f,560 

5,000 
5.,250 

21,250 
-4,000 

800 
150 
125 
75 

2;500 

10,000 
775 

3,500 
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MediCom Wortdwide, Inc. 
101 Washington Street 
Morrisville, •. Pennsylvania•· 19067 

Program• Ot$Cl'lptlon 

Online Adaptation from Live Symposium 
Hosted as MobUeCME via Epocrates 

This proposal Is for adapt.i{lon of a live symposium accredlf.eo' for self study via MobileCM E throughEpocr:ates mob lie 
med'icatsottware. Tihe 90 minute Jive pmgr.im will be formatted into two separate thirty m nute ,educational mod0fes to be 
posted for credit post Jive activity .. Ea:cli faculty pres~ntation and topicwiU .be. tailored to m.eetthe specif-icatiqns. {or moblle 
posUng 

Approval Signature Oate 

Note: no work inay begin untnM~diCom receijve$, Via email or fax, this approval! with 
signature and date 

Confidential Page 20 
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MediCom Worldwide, Inc. 
101 Washtngton Street 
Morrisville, Pennsylvania 19067 

Online Adaptation from Uve Symposium 
Hosted as MobileCME via Epocrates 

Deta{lerJ But(geJJtemizJJtlon 

Includes creation ofgraphic user Jhterface; coordination wi1h aclivity specifications from E:pocrates 
technR:al team; coordination wlth spe·aker for .final revfew,Medlcal reView and>editing of five llcUvtty. 
90 minute activitYwill be subdivided into two 30 miinu!e educatronal. modules 

Accreditation of program for CME: Includes, both .3D minute modules: Fees include a g11ar.u1tee 
f~orri Epocrates for ami111mum of60OCMEcertlflcates per accredited activity $ 5.{lOO 

Data management $ 750 

lnCludes mam1Q1unent or participanrdatabase, data a:na:lysis. quarterly reports, flnail summary report 

Confidential Page 21 
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Budget: 
Live AcUVity: 
Epocrates Activity: 
(Inclusive of two independent 30 rn.inute activities) 

Total Budget: 

Budget Reporting and Reoohciliation: 
Appropria;te Use ol Commercial Support: 

$120,560 
$125,:5$0 

$246,110 

a. Funds shoutd be in tiheform ,ofan educational grant made payable to 
MediCom Worldwide, Inc. · 

b. No other fundsJrom Cephalon, •• ln~. wUl·bepaid ..• to the program director, 
faculty , or others involved with the CE ~ctivity (additional honoraria1 extra 
social events, etc). 

c. MedlCom WorldWide, tnct willfum'ishthe commercial ·interestwlth 

documentati9n qetailingJhe receipt and expenditure of the commercial 
suppo:rt within 90 days of activity cornpletioo. 

P:ayment Structure: 

50% due upon signing <:>f agreement: 

Final 50'3/rrdue June 1,2007: 

Confidential 

$123,055 

$123,0,55 
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. ·nc and Procedure 

Subject Disclosure March 2003 

Approved By Jqan Meyer Revision Date March 2005 

May 2005 

· The policy on dis.closure exi§fs to provide gui~an¢e for $faff, faculfy :aihd jointi6ti: 
disclose specific infonnation: to pa,rtidpants in Order to-comply With the followthg s 'anda:rds for all activities 
sponsored by MediiCom Worldwide, .l~c.: ACCMt's 2004 Updated Standards for Commercial Support; AC.PE's 
Criteria: for Quality and lnte:rpiretive Guidelines; ·Cal'ifornla Board of Regiistered Nursi.ng Standards and Guidelines. 
This includes {a) sponsor financial relationships, (b) faculty and tamlliy/significan,t others financial relationships, 
(c) discussion of unfabeled or .unapproved uses of drugs and devices. As an .approved provider, MedlOoOi 
Worldwtde, Inc. is required to collect infonnatron from indMduals who have an opportl.'lnity to affect the CE content 
about products or services of a commercial interest with which he/she has a financial re to allow a 
detennination to be made .as to wh:$ther th~~ r~lationstiip n:iay constitute a cor::1ffict of i.n must be resolved . 

., ,.,., .. ,.. , ... , .:-:-·-·.·.·.·.;.·.·.··· , .. ·;;.·.·.·.·.·,;; ·· ,.·.;;.·.·.·.·.·.·;.·.·.·.. . , ,;.~;.·.·.·:•.·.·.Y ··- <- -· ,;;,: , ·.--:-C:·.·:-'·:-_,-_x. _ .' (, -' ·-·; -/.J.i,'--- ,,•; ,_ '~ •X ,.,,,_, __ .,_, _ _,_, _._,. • '' -, , '•'"<• ···-:-:-,.-:-::-:,-;:·· '' , ' 

olveH)in piann~rig<ar·pl'eS~citlh{l,.E!dOititibnal.·.C6Htent at 
CES progfaais approyed for ½fv1E/CPSCNS lnch.I$ive -o· MediCom advi:sory committee members, clinical content 
reviewers a!'ld ,jderttifted facUlty members. 

2. MedjOom Woddwide, Inc. requires aH those; in a pos,ition to control contentto provide specific ihformationto 
CE participants. 

3. MediCorn r-equires faculty tg provide s,pecific information to CE participants. Disclosure j,S required ln two areas: 

• FinanCii:ll RelaU~mships - Faculty ITl~~t cliscl9~e any si~pificant relatfonship beMeen 
theml>elyes/signlficant o~h~rs and(!i!) lhe cotnme:rcial $1.lpporte~s) of the ptQgram, . and {b) the 
mam.1facturer of ~ny prodttct discussed In.the QE prpgram orpeJated tpthe topic of the event 
Information ;reported shall' i,hcfyde finan~ial relation~hips rn pl.~ce overthe preceding twelve-month 
period. If the tapulty has nothing t~ report, that1nformation mustbeJndicated, 

• Discu$slon of Unlabeled Use - Faculty mustd:isclose inwriting and communicate in writing through 
course· materials., thara product]s not labeled for the .use under dis.cussion or that the product is still 
investigationaf ancl not approved fur use hl the United States. 

4. Faculty are required to completeJhe Medi.Com Worldwide, Inc, Faculty Disclosure Forms, aridAttestation 
Forms prior to the program development process. 

• . (R.equiredJotms attached) 
5. Disclosure Forms must be complet~d and returned to MediCom prior to contenf development. Faculty refusing 

to dl:sclose may not participate alf> a speake( for program in w~ic~disclosure was notobta ineld. 
6. Potential conffict,s of interest disclosed will be reviewed by MediCom and must be resolved p~ior to the 

Etducational activity. 
7. Once a conflict is identrfjed, a content valitjation process is initiated to ensure that the content or format of the 

CE activity and related NlE.tterial!i 111ill promot~J vements orquality in health Cc:!r~ and not promote a specific 
proprietary business interestQf a c.ommercial .. . st 

8. MediComcondu:cts an unbiased reviewofall planned ,content for activities certified for credit to resolve any 
actual or perceived conflk:t onnterestthat exists: 

9. Faculty mustdlscloseto,participijfit$ priort<;i the start of the edµcational activity the e;>dstenc:e of significant 
situations where a direct commercial support rele1tionsliip exists with the educational activity, 

SOP Disclosure 

Attachment A 
page 1 on 

Confidential Page 23 
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10. Medi Com discloses the following information to !earners: 1) the name.of th! individtJ;al, 2) the name ofthe 
commercial interest(s), and 3)the nature of the relationship the ind.iViduat has. withl lle commercial interest. 

MediCom a·lso disc:loses to learnersthe na:me(s) of commercial iinterests suppQrting eS!ch CEactiyity. 

Faculty disclosureswiHbe documentedand availabl:eto ari participants Viawritten participant handout 

information i.e.; syUat>i,. introcluctory slides, workbooks. 
• Disclosure wm be made availab.le to audience 9t the start of each activity. 

11 . Faculty must atso disclose ptiorfo the start otthe. educational eicHvity if no slgnificantfinancial 

relattonships exist. . . . · . . .. .. .. ... . . . .. ·.. . .. .. .. · 
12. If faeultymember.spresent at .muitipte indepe•nclent educational activities, a separate disclosure .formlsreiquired 

for each activity, 
13. Implementation; 

All internal content review staff and outside external eXpertreViewers and faculty will cornplete aflnanCiat 
Disclosure Form that contains the foltowingJnformation: 

•· The form sh~H note thetitleand date ofthe aetivity, as well as the narne(1>J oft~e commerci.al 
§Opporter(s) associatedwith the activlty. 

• Theform. shaU solk~it.infor:rnafion .aboutthe .financial f~lationship(s)of·the,.revi~wer, faculty···member, 
hislher.immediate•family<member.or si~nificanfothE1Lhas .with •. a1w comrnercial .supporter, a$ well as 
manufacturers. of prodµcts, ass9ciatedwit11 the activity or retated to the topic of the activity, 

• If no. relationship .exists,.}here shall be a .90){ to chedklo mareffect. 
• The form •shall solicit info.rmation from the facul~y membet as to plan •to address off,lal::Jel discussion or 

irivestrgatfonal trse of a drug rn his/hetpresentation. 
14. Timellne for disclosure of financial te1latio11ships: 

• lnterna.LrevieWet will completeJhe ~Isclos,ure fom, upon employment. 
• External expertswi ll cornpletethe disclosure form atthe tlme a relationship w'ith Medi Com has 

been idenUfied. 
• Presenting faculty will pe asked to sign a disdosure form afthe time of Invitation to parti.cipate in a 

planned program. 

Attachment A Confidential Pa9e24 
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-· Department &rcont'irliiing Edocati6fr 
Pon and Prooedu,re 

Subject Content Without Commercial Bias Date of Origin 

Approved By Joan Meyer Re:vi:ew/Revis!io11 Date 

Signature Apprqval tla'l-e October 2005 

Purpose 

. To establish criteria, pal'icy and process of implementatiofl ofcontenfstandards gf Ce activities in accordance with 

• the: ACCMEStandard for Commercia! Support; Content and Format wjtl19ut Commercial Bia:s, and the content 

requirements of the ACPE and ·California Boarcrof Registered Nursing. 

MecliC¢m must'revie1.¥thep laghed c¢t\~rit pf~ yE'.. t1V.1fy ig be :ce§{t1)ed bV Madi~om :arlclT emdrrst'rate lh 

docl!mentatio~ thatthe cor1ient orJc,rmatqfa C!f; ···.. ······.·····.· ·.·.·········· the··tauow1.Ag crited9: 
a. Presentations and/or its rell;Jted. materials must promote Jrnprovements or quality in health care and not a 

specific pr6prletary business Interest ofa commero1al interest 
b. Presentations an~tor its relatedrnaterials mustgive aJ>alanced vievv of therapeutic options. 
c. Use ,of generic names within the body of the presentation or its reliated materials is required .. 

• Related presentati.on materia'is IT)ll!Y contarn trade names for aH gener,ic prodvcts contained within the 
presenta1iomthat are from several companies, aacavail.able. 

•· · 2. AU content fl'om ce activities Will undergo C011'ltent vaJidatioffprocess, 
• Content must cqnform.to the genera.Uy accepted standards of experimental cieslgn, data collection 

arid analysis. 
• Faculty mustaues,tto MediCom that the presentation content orcontentof its related materials promote 

improveli'1!ent or quality in health care and nota specific proprietary business interest of a 
commercial interest. 

• Faculty musta1testto MediCom lhatthe presentation gives a balanced view of therapeutic options. 

• MediCo:m's internal and external revii:,vvers must evaluate and attest that faculty presentation and lts relatecl 
materials promote improvements or quality in health care and not a specific proprietary business interest of 
a commercial ·interest. 

• Internal and external content :reviewers mustevaluateantl attest thatthe presentaliQn gives a balanced view 

of therapeutic options. 
a. Activities are not eliijlble for certification if the content andlorforrrrat promote reocm,mendations, treatments or 

manners of practicing medk:ine that are not within the definition of CME or are known to haverrsks or dangers 

tbat outweigh the benefits or Fire known to bej neffectiye In · the treatment of patients. AcUvi.ties thafoffer 

recommendation, tre~tments or prr.3ctice rn~nners outside ofthe defin itiqn of continuing phanm.acy or nursing 
edu,ca:Uon, orthat have risks or dang1ers that outweigh the bene:fits or are, known to be. In.effective are not eligible 

for certification. 
4.. CE activities must be developed .ancf presented Utirlizingi me princ;iples of ~dult le1:Jrning, which includes thorough 

assessment of learners' naads and fact.ts on partlcf1pantinvolvementin the learning process. 
5, Faculty selectedfo participate musl ,b.e demon$1ratedJhoughtJeaders iii the1opic of the CE; activity and must 

have demonstrated skill in providlna education to. eidult learners, Faculty should hold advanced degrees in thair 

area ofspec1alty, and should be active in research orpatient care vvithinan. ~cademic or. clinical setting. Faculty 
may not be employees of the comme.roial supporte( ofan e()ucationr.3'1 activlty, reg~rdless of qualification. 
Faculty wilf be asked to Prt)Vide their qualifrcations and e~u-cationiitl background to activity planners forr-eview. 
Facultywm be advised of content requirements :in their faculty letters. 

Confidential 

SOP Content Withoul•Commer-clatmas 

Attachment B 
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6. Med:iCom may solicit the. review by 811 expert reviewer; members of the MediGom Worldwide,. Inc .• advisory 

oo,nmittee, provide oversight of MedICom's program plannin.g and design. A member of the advisory ·committee 

may beas~ed to provide contentreview for selected M'ediCorn activitie&, VVhenever pos.slble, advisory 
committee members are askedto review activffiesthat .fall within their area of<Clinioal .expertise. 

7. The cllnrcal pharmacy cqnsuttant provides oversight ;:mdJeview of program planning,. desigoand in-depth 

content review of each: activity, a.nd verifies. that the proposed amounts•of pharmacology hours and content are 
!;3ppropriate for pharmacy credit. 

8. The executive director will give final approval .for the acmAty content ahd appropriate credit/contact hour 

de.signafion, indicating thaUhe contentis deeme.d valid .and withJn the crit~rial as stated in this pol.icy. Thfs form 

wiUbe signed by the executive! director. Th+s :is oont~ined i1lthe G·E planning document · 
9. Evidence of valid content will be placed in 1he activity file under planning, 

SOP Contenl Without Cornmercf,al Blas 

Attachment 8 
Page2 of2 
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To establish gu.ide!ines forthe determination of qualitative .md quantitative c;orisiderationir In t~e factllty 
selec-tron process. 

1. auJ11t~1;..,;,; c'p11iiij + 
F acuity selecte.ditO p . ..... mu~fbe demonstrated thought I eagers in the topic of the (;E activity and must have 

demonstrated sldll In providing education lo, adult learners. !Faouttyshouldhold advanoed ctegrees intheirarea of 
1 speclalty1 and sho-ufd be active in researr;b or pSctientcare.within<an aca.demic or clinical setting. Faculty may not 

be emplqyees of thecornrrierdc1I .suppqrter ,qtan edu:caUonat.activity: r~ardless of qualifications.Faculty will b~ 
asked to prqvide their qual:ificaUons and educatio:nal background to MediCom forreview. Faculty will be advised of 

content requirements in the!r faculty letters sent by MediCom. 

Confidential 

1. Faculty must. attest to MediCom th~t the presentation content or content of it$ related materials prornote 

improvement c,r qu~llty in healthcare and not a specific propriewry business inte!'est of a 
commercial interest. 
"' Faculty mustattest to MeQJConi that the. pre,;entaUon gtves a .batancE!d vi~w o.f therapeutic ,options. 

• MediCom's_intert)al and e~ernatreV'iewersmustevaluatea:ndattestthat facultyrpresentatioffand its related 
materials promote improvements or .qualify in healthcare .and not a specific proprietaryQusiness interest .ofa 

commeretal _interest. 
• C.E activities must be developed .and presented utilizing the principtes of actult learning,which includes thorough 

asSe$S<ment of learm~r~' neeq~ .an(f foqus onparticipantiovolvement in the learning process. 

2. Upon selection 9nd approval oHhe facufty, a letter of guidance is written to the faculty ooUining 
the expectations, 

3. Each faculfy member must submit a CV for review. 
4. Ea.chfaculty member must Coh'lplete andsfgna discfosureform and attestation form. 

5. Those fapulty members Who d:onotcomp!ete req\.lired discl®ure information wiH notbe permitted to 

participate in the a:ctMty a.s ·p1anned. 
6. The executive director. or deslgnee Will corri.municate directly with facultyt providing each. facµlty member 

withwritten information related to objeetives of the program. 
7. The executive director or desigoeewill provide technical 13ssfstance necessary to prepare materials 

fo,r ,presentation. 

SOP Faculty/Speaker Selection 

AttacbmentC 
Page tof2 
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n. Oeferminatlion of Numoe,r of FacUity Req,uJred Per Planned Activity 

1. An appropriatenumbecofgualified f.aguttyn'lembers shaUbe: utijizedforeaCh continuing educa1ion program 

2. The exeeuUve diteetorwm Pe responsible for determination of number of faculty required foreach program. 

Determination wm be b,;113ed on num:berof topics, depth of subject rr1atter and anticipated duration of 

the program. 
a. MediCQm will strive to malntain a tsitic;r of cit least oneJac1.dty member per every one hour of formal 

didactic lecture. 

tu. Program Evaluation 
1. A·program evaluation form is developed fo.r each activify,.which is intended to sol1icit participant's 

assessment of faculty effectiveness...... . . . . . . . · 
2, Evaluation forms are distributed to participants at the end ofeacrractivity .. Each participant is required to 

compfetelheform asdesigned, aswellciS provide anywriUen feedback orcornme11ts regarding program. 

3. A formal summary report is comp1,ted folJowjn:g ea,ch .program or .ptog~am• series. This repo.,rt compiles.the 

resQtts ofth~ evaluatiorrfqrfl'la§ w~U: as narrative comments fromparticlpants.. 
4 . A designated memberof the GE staffwm directlymonitoreacheducationalactivity. 

SO? Faculty/Speaker Selectlon 

Att~H::hmertt c 
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www.cephalon.com 

INDEPENDENT EDUCATIONAL PROGRAM ("IEP") GRANT AGREEMENT 

Cephalon, Inc. 

41 Moores Road 

P.O. Box 4011 
Frazer, PA 19355 

Phone 610-344-0200 

Fax 610-344-0065 

This Agreement is entered into as of this 19th day of December, 2006 by and 
between Cephalon ("Cephalon"), located at 41 Moores Road, Post Office Box 4011, 
Frazer, PA 19355, and MediCom Worldwide, Inc. ("IEP Provider") located at 101 
Washington Street, Morrisville, PA 19067 and American Pain Society ("Sponsor of the 
26th Annual Scientific Meeting") located at 4700 West Lake Avenue, Glenview, IL 
60025. 

WHEREAS, Cephalon has reviewed IEP Provider's grant request to support a 
medical education program ("Program"); and 

WHEREAS, Cephalon has determined that the Program has the potential to 
significantly further medical knowledge and improve patient care; and 

WHEREAS, it is the intent of the parties to ensure that the Program will be 
independent, objective, balanced and scientifically rigorous, so that it will not be viewed 
by the United States Food and Drug Administration ("FDA") as promotional and that 
Cephalon will not be viewed as responsible for its content; and 

WHEREAS, Cephalon agrees to provide funding for the Program under the 
conditions set forth below. 

NOW THEREFORE, IEP Provider and Cephalon agree to the following terms 
under this Agreement: 

Highly Confidential 

1. Title of Program. The IEP is entitled "Signal Transduction of Pain: Implications 
for Opioid Therapy," which will be presented at the 26th Annual Scientific Meeting 
of the American Pain Society on May 3, 2007 in Washington, DC, and a copy of 
the grant request for the Program is attached hereto as Exhibit A. 

2. Type of Program. The Program is: 

.X. accredited (e.g., continuing medical education or "CME"); or 
_ an independent program where CE credits will not be offered. 

3. IEP Provider. The IEP Provider is the following type of entity: 

.X. Accredited continuing medical education provider 
_ University/Hospital 
_ Professional Organization 
_ Medical Education Company 

TEVA_MDL_A_06751788 
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Highly Confidential 

4. Educational Partner. The IEP Provider_ shall ~ shall not use a third party 
that will provide assistance in support of the Program ("Educational Partner''). 

5. Educational Components. The expected components of the Program (e.g., 
number of live meetings, CD ROM, web-based, etc.) are as follows: 

(a) live symposia; and 
(b) slide-audio adaptation hosted and distributed via Medscape. 

6. Program Purpose. The Program is for scientific and educational purposes only 
and is not intended to promote a Cephalon product directly or indirectly. The 
Program is not a repeat performance of a prior program. 

7. Grant Amount Funding Arrangements. 

(a) Cephalon will provide support for the Program by means of an 
educational grant in the total amount of $320,760. If the Program is 
canceled or terminated prior to completion, IEP Provider shall return the 
grant, or any unused portion thereof, to Cephalon within thirty (30) days of 
such termination or cancellation. IEP Provider shall have full 
responsibility for all funding arrangements of the Program, including any 
funding to be provided to IEP Provider's Educational Partner. Payment of 
the grant shall be made in accordance with a schedule agreed to by the 
parties. All payments due hereunder shall be made by Cephalon within 
forty-five (45) days of its receipt of an invoice for same, provided IEP 
Provider is in compliance with the terms of this Agreement. 

(b) Within thirty (30) days of completion of the Program, IEP Provider shall 
provide Cephalon with a detailed reconciliation of actual out-of-pocket 
expenses incurred, and to the extent Cephalon has overpaid IEP Provider 
for same, IEP Provider shall provide a refund to Cephalon within thirty 
(30) days thereafter. Such detailed reconciliation shall be forwarded to 
Cephalon at the address above to the attention of Rod J Hughes, Ph.D., 
Vice President, Scientific Communications. 

(c) IEP Provider may not use funds provided by Cephalon to pay travel, 
lodging, honoraria or personal expenses for non-faculty attendees. Grant 
funds may be used to reduce the overall registration fees for attendees. 
Grant funds may not be used to purchase capital equipment or to provide 
general operational support for an institution. Funds for hospitality shall 
not be provided except that funds may be used for modest meals or 
receptions that are held as part of the Program, but such events shall not 
compete with nor take precedence over educational events. The 
appropriateness of any reception shall be at the sole discretion of the IEP 
Provider, and IEP Provider shall have final decision making authority in 
connection with any such activities. 

(d) Funds may be used by the IEP Provider to permit medical students, 
residents, fellows or other health care professionals in training to travel to 
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and attend the Program; provided, however, that the selection of such 
students, residents or fellows who receive funds is made by either the 
academic or training institution or, if by the IEP Provider, such selection 
shall be made with the full concurrence of the academic or training 
institution. 

(e) In accordance with the Accreditation Council for Continuing Medical 
Education ("ACCME") Standards and to assist Cephalon in complying 
with its internal auditing procedures, IEP Provider agrees to verify the 
manner in which the grant is used. Accordingly, within thirty (30) days 
following a request from Cephalon, IEP Provider shall provide to 
Cephalon: 

i. A written statement verifying that the Program occurred, and 
ii. An itemized list of expenditures supported by the grant. 

8. Objectivity and Balance. IEP Provider shall retain full responsibility for control of 
the content of the Program and shall ensure that the following requirements are 
met: 

(a} The Program material/information will be objective, balanced and free 
from commercial bias. All topics shall be treated in an impartial, unbiased 
manner. All discussions shall include a range of views about each class 
of drug and disease treatment options. Information shall not unfairly 
represent a spectrum of views favoring a product or class of products 
marketed by Cephalon or any other company. The title of the Program 
will fairly and accurately represent the scope of the presentation. 

(b) IEP Provider agrees that neither Cephalon nor its agents shall control the 
content of the Program. IEP Provider agrees that there will be no 
scripting, targeting of points for emphasis, or other activities by Cephalon 
or its agents that are designed to influence the content of the Program. If 
requested in writing by the IEP Provider, medical/scientific 
representatives from Cephalon may attend content development 
meetings or other planning meetings, for the purpose of addressing any 
scientific inaccuracies they observe. Personnel from Cephalon must not 
discuss or in any way attempt to control (either during the meeting or at 
breaks or meals), the content of the program. An appropriate 
medical/scientific representative from Cephalon may provide a 
presentation at a content development meeting at the request of the 
provider, or may respond to specific questions at such meeting regarding 
the results of a Cephalon-sponsored research study, provided the 
information presented conforms to the generally accepted standards of 
experimental design, data collection and analysis, and provided any 
presentation is accompanied by a detailed outline of the presentation, 
which can be used by the IEP Provider/Educational Partner to confirm the 
scientific objectivity of the presentation. 
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(c) If the IEP Provider, in its sole discretion, requests a Cephalon medical 
representative to review the Program for medical accuracy and 
completeness, Cephalon will comply with such request. The parties 
acknowledge there is no obligation or any condition requiring IEP 
Provider to make such a request. Any such request must be made after 
the Program materials are fully developed and such request must be 
made by the IEP Provider only to a Cephalon medical representative that 
has responsibility for the therapeutic area that will be covered by the 
Program. IEP Provider will not ask any marketing or sales 
representatives at Cephalon to comment on the material. All final 
decisions regarding whether to modify the material based on any 
comments provided by the Cephalon medical representative shall be in 
the sole discretion of IEP Provider. 

(d) If a product marketed by Cephalon is the subject of discussion, the data 
will be objectively selected and presented, with an accurate reflection of 
favorable and unfavorable information about the product and shall also 
include a balanced discussion of prevailing information on alternative 
products and /or therapies. 

( e) Any suggestions of superiority of one product or treatment over another 
will be supported by the body of available data, and will not result from 
selective presentation or emphasis on data favorable to particular 
treatment. 

(f) IEP Provider represents that neither it nor the Educational Partner (if any) 
has either an open complaint or decision from the ACCME or the Food 
and Drug Administration that a program provided by the IEP Provider or 
the Educational Partner failed to meet standards of independence, 
balance, objectivity, or scientific rigor. 

9. Risk Minimization Action Plan. Cephalon provides the following Risk 
Minimization Action Plan ("RiskMAP") information to all IEP Providers. Neither 
Cephalon nor its agents shall influence or control whether a product marketed by 
Cephalon is the subject of discussion. A RiskMAP is a strategic safety program 
designed to meet specific goals and objectives in minimizing known risks of a 
product while preserving its benefits. Any product marketed by Cephalon that is 
approved with a RiskMAP, and the key safety-related health outcomes outlined in 
that RiskMAP, are listed in Exhibit B. IEP Provider agrees that it is aware of the 
RiskMAP(s) and the key safety messages. 

10. Faculty Selection. IEP Provider shall retain full responsibility for the selection of 
the presenters, authors, moderators, and/or other faculty {hereinafter referred to 
collectively as "Faculty"). Cephalon, through its Scientific Communications 
Department, may respond only to IEP Provider-initiated, written requests (or 
requests from the Educational Partner) for suggestions of Faculty or sources of 
possible Faculty. In response to such requests at least three (3) names will be 
suggested (if possible) for each open position and this information will be 
provided in writing. IEP Provider will record the role of Cephalon in suggesting 
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Faculty; will seek suggestions from other sources; and will make its selection of 
Faculty based on objective criteria. IEP Provider shall not be obligated to 
request or accept such assistance from Cephalon or its agents as a condition of 
receiving the educational grant hereunder. 

11. Disclosures. IEP Provider will ensure meaningful disclosure of limitations of data 
(e.g., ongoing research, interim analyses, preliminary data, or unsupported 
opinion). IEP Provider will require that Faculty disclose when a product is not 
approved in the United States for the use under discussion. 

12. Question and Answer Session. To the extent the Program is a presentation, IEP 
Provider will ensure meaningful opportunities for questioning by the audience. 

13. Financial Relationships. IEP Provider will ensure meaningful disclosure to the 
audience of Cephalon funding and any significant relationship between individual 
Faculty and Cephalon. All meaningful disclosure(s) shall also be made in any 
written materials, including but not limited to announcements, brochures, syllabi 
and enduring material. Disclosures shall not mention product trade names. 

14. Metrics/Copies of Program Material. 

(a) IEP Provider and/or Educational Partner shall provide certain outcome 
measurements and metrics to Cephalon as requested by the Scientific 
Communications Department. Such metrics shall be provided either after 
the conclusion of a single live event or monthly for a year-long accredited 
program and may at Cephalon's request include the number of program 
participants, number of certifications, assessment of the program and 
faculty, and demonstration of learning by program participants. 

(b) After the Program has occurred, IEP Provider shall provide Cephalon with 
5 copies of all Program materials in CD ROM or electronic format and 20 
copies in print format. 

15. Representations and Warranties. IEP Provider represents that: 

(a) Neither it nor the Educational Partner, if any, provides marketing, 
advertising, public relations, market research, medical education services 
or other consulting services (e.g., support for advisory boards) to any 
other department within Cephalon ("Marketing Activities"); 

(b) If IEP Provider or the Educational Partner has an affiliated company that 
provides Marketing Activities to Cephalon, IEP Provider has instituted 
appropriate controls and safeguards to ensure the Program (i) remains 
independent, objective, balanced and scientifically rigorous, (ii) is not 
intended to promote a Cephalon product directly or indirectly, and (iii) is 
not in any way biased due to the affliated company's relationship with 
Cephalon; 
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(c) IEP has determined that it is appropriate to use the Educational Partner in 
light of the requirements under this Agreement; and 

(d) If IEP Provider or its Educational Partner employs a former Cephalon 
employee who worked at Cephalon anytime during the most recent year 
and who had marketing responsibility in the therapeutic area that will be 
covered by the Program, then that former employee will not have any role 
in the planning, development or delivery of the Program. 

16. Invitations/Enduring Materials. The Program audience will be selected by the 
IEP Provider. The IEP Provider shall be responsible for distributing materials 
about the Program, including invitations, reminder notices, and business reply 
cards that can be used by third parties to obtain any enduring Program material 
from the IEP Provider. 

17. Ancillary Promotional Activities. To the extent the Program is a live presentation, 
no promotional activities or product advertisements will be permitted in the same 
room as or in an obligate path to the Program. If the Program is a teleconference 
or webcast, no product advertisements or promotional activities will be permitted 
immediately prior to, during, or immediately after the delivery of the Program. If 
the Program is in print format, no product advertisements or promotional 
materials will be interleafed within the pages of the Program. If the Program is 
made available electronically, no product advertisements or promotional 
materials will appear within the Program material or interleaved between 
computer windows or screens of the Program 

18. Compliance with Guidelines. IEP Provider represents that the Program, 
including development of the Program and Program materials, shall conform to 
the American Medical Association ("AMA") Guidelines on Gifts to Physicians, the 
AMA Ethical Opinion on Continuing Medical Education, the ACCME Standards 
for Commercial Support, the FDA December 3, 1997 Final Guidance for Industry
Supported Scientific and Educational Activities, and the Pharmaceutical 
Research and Manufacturers Association ("PhRMA") Code on Interactions with 
Healthcare Professionals. 

19. Logistical Status Reports. IEP Provider and/or Educational Partner shall provide 
periodic reports to Cephalon regarding the management and logistics of program 
components. 

20. Miscellaneous. 

(a) No party shall use the other party's or its affiliates' name or trademarks for 
publicity or advertising purposes, except with the prior written consent of 
the other party. 

(b) IEP Provider agrees to obtain all consents, authorizations, approvals and 
releases that may be necessary for the production of the Program and of 
any written materials prepared in connection therewith. IEP Provider 
agrees to indemnify Cephalon with respect to any claims, actions or 
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demands, including reasonable attorneys' fees that may arise in any 
manner out of IEP Provider's failure to secure such consents, 
authorizations, approvals or releases. 

(c) No term, condition or other provision of any attachment or addendum to 
this Agreement shall supersede any term, condition or other provision of 
this Agreement and with respect to any inconsistency or ambiguity, the 
Agreement shall control. 

IN WITNESS WHEREOF, the parties, by their duly authorized representatives, 
agree to comply with all the terms and conditions of this Agreement. 

MEDICOM WORLDWIDE, INC. CEPHALON, INC. 

~fi~-n- By: -!!}jl 
Nam~ ~ughes, Ph.D. 

Title: fft'S! ~J Title: Vice President, Scientific Communications 

The above signatory is a duly authorized 
corporate officer of the IEP Provider. 

Date: I - t/-01 
Tax ID#: /).3-80 ~ 31?.J~ 

AMERICAN PAIN SOCIETY 

By:,i~lG~ 
Nam:(4=,t-/ ~4<(,,I 

Date: IZ..zt>-OL 

Title: 4!t4?-lc u.e I tJ;:: />l2uc47'/oV 
The above signatory is a duly authorized 
corporate officer of the Sponsor of the 26th 

Annual Scientific Meeting. 

Date: / - J> - () 7 
Tax ID#: s.;z -J I f?O 17 7 
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Exhibit A 

Copy of Grant Request 
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December 18, 2006 

Bhaval Shah-Bell, PhD 
Cephalon, Inc. 
41 Moores Road 
Frazer, PA 19355 

Dear Dr. Shah-Bell: 

As an accredited provider of continuing medical education, MediCom Worldwide, Inc. 
has recently completed a comprehensive needs assessment to identify the educational 
needs of health care professionals in the field of pain management. 

Based on the identified educational need, MediCom is requesting an educational grant 
from Cephalon, Inc. to support the development of a live symposium in conjunction with 
the American Pain Society Conference to be held May 3, 2007 in Washington, DC. In 
addition to the live program, MediCom is requesting additional funding to provide an 
enduring material support initiative resulting from the content developed for the live 
meeting in order to maximize the reach to physicians throughout the United States. The 
activities described in this proposal include: 

1. Live symposia 
2. Slide-Audio adaptation hosted and distributed via Medscape 

The total grant request to fund these activities is$ 320,760; please refer to the detailed 
budget section of this proposal for complete grant funding details of the individual 
educational initiatives. 

These scientific events will comply with all OIG, PhRMA, FDA, and ANCC regulations for 
industry-supported professional continuing education. 

Thank you in advance for your consideration of this request. 

Respectfully, 

Joan Meyer 
Executive Director, Continuing Education 

MediCom Worldwide, Inc. 
101 Washinaton Street• Morrisville. PA 19067 • 215-337-9991 

Y-\\1-., too." '19 · Oib 'l 
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MediCom Worldwide, Inc. 

Needs Assessment 

The 1998 National Academy of Sciences Colloquium of Neurobiology of Pain was 
organized by Drs. liebeskind, Dubner and Gold to bring together scientists and 
researchers who had made significant advances in the field of pain through 
integrative sciences of neural cellular and molecular biology. The colloquium was 
organized into six sessions that included the following: channels, receptors, imaging 
systems neuroscience, growth factors and cytokines, development and plasticity, 
and molecular genetics. [1] This extraordinary meeting of the very best minds in 
neurobiology turned out to be the quintessential kick-off for a new millennium and 
decade of technological advancements that in 1998 could only have been imagined. 
Dr. liebeskind, the primary organizer of this colloquium, succumbed to cancer and 
was never able to attend the meeting that was the realization of his personal and 
professional vision. If Dr. Liebeskind were alive today, he would certainly be amazed 
at how his vision catapulted neurobiology of pain research initiatives to the fast-track, 
resulting in a constant stream of insights that continually debunk traditional beliefs, 
creating a new fundamental understanding of pain. 

In previous decades and in the current Decade of Pain Control and Research (2001-
2010), pain research has undergone recent and major changes, from a system level 
to cellular, subcellular and molecular levels. [2] With the advent of improved and 
more affordable functional imaging systems, like positron emission tomography 
(PET), functional magnetic resonance imaging (fMRI), and biophotonic imaging, it is 
now possible to "map" pain stimuli to pain response mechanisms through out the 
nervous systems of animal and human subjects. The ongoing Human Genome 
Project, with first-phase completed in 2003, used the analytical power arising from 
the reference DNA sequences of entire genomes and other genomics resources to 
jump-start what some call the "biology century." [3] These two major technological 
advancements have provided a firm foundation for today's researchers to expand 
study objectives and release reliable, reproducible, and believable study results. 
Exciting developments in the knowledge of afferent pain neurons such as altered 
spinal connections, changes in transmitter and receptor complement, growth-factor 
contributions to inflammation, and the cloning of genes for opioid receptors and 
sodium channels are being published. [2] 

At least two major hurdles remain in the treatment of chronic pain. The first is that no 
objective test for pain currently exists. A blood test, genetic marker or 
psychophysical measure would greatly improve diagnosis of chronic pain. The 
second is the lack of an "antibiotic equivalent" (i.e., drugs with high sensitivity and 
specificity) for the treatment of chronic pain subtypes (e.g., neuropathic pain). 
Controlled trials of drug efficacy indicate that, on average, the most effective drugs of 
different classes have similar efficacy (around 30% greater than placebo) across 
neuropathic conditions. [4-8) 

Confidential Page2 

Highly Confidential TEVA_MDL_A_06751797 

P-29481 _ 01180



07300KK.11

Functional imaging has already redefined chronic pain as a degenerative disease, 
and has shed some light on complex diseases such as fibromyalgia. (8] Since brain 
responses are the final common pathway in behavioral responses to pain 
(unconscious and conscious), the application of functional imaging will allow 
categorization of pain conditions in an objective manner to better understand the 
underlying circuitry. [9, 101 

The final phase of the Human Genome Project is currently underway and includes 
supporting research on novel technologies that can lead to significant improvements 
in sequencing technology. The explosive progress in neurobiology of pain, including 
neural plasticity, cognitive response to pain, receptor regulation, and transcriptional 
regulation of genes, also sets the stage for significant advances in developing a new 
generation of novel analgesics. Pain research at the cellular, subcellular, and 
molecular levels has also provided insights that help guide the current treatment and 
management of intractable pain conditions including neuropathic pain, cancer pain 
and other chronic pain conditions. (2, 3] 

The educational challenge now is how to translate and disseminate the molecular 
findings into the clinical environment to achieve improved therapeutic management 
of patients in pain. 

Physicians involved in the medical management of patients with chronic pain often 
find themselves undertaking complex pharmacologic therapies aimed at modulating 
both the endogenous pain-sensing and pain-relieving systems, which translates to 
influencing a broad variety of mu and other opioid analgesic receptors, substance P, 
dopamine, neuronal sodium channels and glutamate receptors. They embark upon 
these therapeutic maneuvers amidst a population of patients with a genetic variety 
that gives rise to a broad diversity of both disease expression and response to 
treatment. In addition to this, people undergo profound individual changes due to 
chronic pain, not only cognitively and psychologically but also neurologically through 
the processes of excitatory neurotransmission: nerve growth, nerve death and neural 
re-connection that we collectively term "neuronal plasticity", involving both spine and 
supraspinal structures.(11-12] 

Understanding the pattern of temporal variations in a patient's pain is important in 
developing an opioid-based treatment plan. Tailored opioid treatment plans can be 
developed that manage pain, improve patient function and minimize side effects. 
Recent findings have pointed out the efficacy, as well as challenges about the use of 
opioids in the treatment of chronic pain. [23] Although some have questioned the 
long-term benefits of opioids in the management of chronic pain, current practices · 
suggest that such concerns now represent the minority view. (231 

Many substances have been shown to block or reverse antinociceptive tolerance. A 
non-inclusive list of examples of substances reported to block or reverse opioid 
antinociceptive tolerance include: substance Preceptor (NK-1) antagonists, 
calcitonin gene-related peptide (CGRP) receptor antagonists, nitric oxide (NO) 
synthase inhibitors, calcium channel blockers, cyclooxygenase (COX) inhibitors, 
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protein kinase C inhibitors, competitive and non-competitive antagonists of the 
NMDA (N-methyl-O-aspartate) receptor, AMPA (alpha-amino-3-hydroxy-5-methyl-4 
isoxazolepropionic acid) antagonists, anti-dynorphin antiserum, and cholecystokinin 
(CCK) receptor antagonists. These substances are also antagonists of pain
enhancing agents. Prolonged opiate administration indeed induces upregulation of 
substance P (SP) and calcitonin gene-related peptide (CGRP) within sensory fibers 
in vivo, and this is accompanied by an enhanced release of excitatory 
neurotransmitters and neuropeptides from primary afferent fibers upon stimulation. 

N-methyl-O-aspartate receptors (NMDARs) activate ion channels and permit 
electrolyte flow. These receptors are thought to play a critical role in synaptic 
plasticity, a cellular mechanism required for learning and memory. In this regard, 
they contribute to chronic pain by assisting the mind in remembering the initial pain, 
creating "pain memory". NMDARs are also implicated in central sensitization, leading 
to: allodynia, hyperalgesia, spontaneous pain and pain in the absence of stimulation. 
[14] 

Opioids are among the oldest and most effective drugs known, with references to 
their use extending back for more than 40 centuries. [24] Although commonly 
employed, appropriate opioid use is not as straightforward as it had once seemed. 
Variations in clinical response are now recognized to result in dose-limiting adverse 
effects and differential responses with different opioids. An increased awareness of 
these variations and information concerning their underlying mechanisms has led to 
refined strategies for optimizing opioid analgesia. [24] In recent years, there have 
been considerable advances in our knowledge of the pharmacokinetics of these 
drugs and of the possible influence of pharmacogenomics on opioid metabolism and 
consequent alteration in pharmacodynamic effects. Understanding the 
pathophysiologic framework for acute and chronic pain and its treatment will allow 
physicians to develop a rational strategy for the selection of the most effective opioid 
medication. Realization that the mode of drug delivery (e.g. oral, transdermal, 
transbuccal, intrathecal) may be an equally important determinant of the success of 
a pharmacologic treatment for pain as the molecular identity of the drug itself is also 
an essential component of management. Long-acting, short-acting drugs and neural 
targets all play a role in successful analgesia. [15-18] 
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The ultimate goal is for practitioners to find the best balance between the 
pharmacologic and behavioral therapies to restore comfort and function to each of 
their patient's unique lives. 

Expert Opinion 

Dr. Katja Wiech; Wei/come Trust Centre for Neuroimaging at UCL, London [19] 

"Patients with persistent pain report that often it is not the pain itself that makes their 
situation unbearable, but the fact that there is nothing they can do against it which 
makes them feel helpless," explains Dr. Wiech. "Unfortunately, this feeling of 
uncontrollability in turn tends to worsen the pain. On the other hand, teaching 
persistent pain patients psychological coping strategies to handle their pain usually 
does help reduce its effects." 

Richard Ambron; Columbia University Medical Center, NY, NY {20] 

"Pain does not receive anywhere near the recognition it should, chronic pain is 
debilitating and greatly diminishes the quality of life, but it has yet to generate the 
funding that is needed to understand its biological and molecular basis." 

Jon-Kar Zunbieta, MD; University of Michigan {21] 

"Practicing pain management clinicians need to know how that the new knowledge in 
pain pathways and tracts relates to therapeutic decision-making. Current clinical 
guidelines do not reflect the latest information." 

The National Institutes of Health Testimony, 2005 [22] 

"The NIH Roadmap is a series of far-reaching initiatives designed to transform the 
nation's medical research capabilities and speed the movement of research 
discoveries from bench to bedside." 

Research and Publications 

There are an extraordinary number of publications regarding molecular/cellular pain. 
The National Institutes of Health are funding numerous studies ($223 million in 2004) 
to honor their commitment to address the inadequacies of pain treatment in the 
United States (NIH Pain Consortium; NIH Roadmap and Blueprint for 
Neurosciences). The NIH is also funding research dedicated to finding novel 
analgesics targeted to specific types of pain, in specific populations, supporting 
personalized medicine. (22] 
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The Molecular Pain.com journal has an impressive list of recently published literature 
(http://www.molecularpain.com/articles/browse.asp) and they also offer a literature 
feed, with an equally impressive list of newly published findings in molecular pain 
(http://www.molecularpain.com/rss/), as does PubMed 
(http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?CMD=search&DB=pubmed) 

As the therapeutic specialty of pain management rapidly evolves, it is critical for 
practitioners who treat patients in pain to fully understand the latest research and 
improvements in the management of chronic pain. 

In light of the plethora of new data published monthly, clinicians are evidently 
challenged to keep up with the latest developments and may require expert 
guidance in translating research discoveries to practical applications in management 
of patient care. 

It is evident through reviews of expert opinion, guidelines, research and publications, 
that pain management practitioners require medical education to better understand 
the complexities and subtle nuances of the physiology of pain, types of pain, 
therapeutic options, and therapeutic management. The potential benefits of 
continued education are improved patient care and outcomes. 
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MediCom Worldwide, Inc. 

Program Summary 

Program Overview 

Medical training has traditionally focused upon the "treatment of normal people 
with normal diseases". Unfortunately, for patients suffering with chronic pain 
these conditions seldom apply. Physicians involved in the medical management 
of patients with chronic pain often find themselves undertaking complex 
pharmacologic therapies aimed at modulating both the endogenous pain-sensing 
and pain-relieving systems, which translates to influencing a broad variety of mu 
receptors, neuronal sodium channels and glutamate receptors. They embark 
upon these therapeutic maneuvers amidst a population of patients with a genetic 
variety that gives rise to a broad diversity of both disease expression and 
response to treatment. In addition to this, people undergo profound individual 
changes due to chronic pain, not only psychologically but also neurologically, as 
manifest by the processes of nerve growth, nerve death and neural re-connection 
that we collectively term "neuronal plasticity". This often leaves pain physicians 
promoting treatments they can't explain for patients they can't understand. 

This symposium will review the basics of pain transmission and responses to 
pharmacologic treatment informed by new developments in our understanding of 
receptor diversity and pharmacogenetics. The role of neural reorganization in 
response to chronic pain and how this determines the individual's response to 
treatment will then be explored, with a special emphasis on how the treatment of 
pain with opioid medications can influence this process. Understanding the 
pathophysiologic framework for acute and chronic pain and its treatment should 
allow us to develop a rational strategy for the selection of the most effective 
opioid medication and for finding the best balance between the pharmacologic 
and behavioral therapies that will restore comfort and function to our patients. 

In summary, this activity is designed to provide a comprehensive review of the 
physiology of pain transduction, emphasizing receptor physiology. The impact of 
exogenous opioids on the plasticity of synaptic receptors and channels will be 
discussed. Novel opioid delivery systems will be described and justified based on 
what is known about receptor and synaptic physiology and the etiology of the pain. 

Confidential 
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Program Title: 
Signal Transduction of Pain: Implications for Opioid Therapy 

Program Objectives: 

Upon completion of this activity, participants should be able to: 

1. Recognize the molecular mechanisms involved with analgesic opioid 
use in chronic pain therapy 

2. Identify emerging data in the development and understanding of the 
role and function of NMDA receptors in chronic pain 

3. Recognize that there are a variety of receptors involved in pain 
perception and analgesia and understand their importance in 
therapeutic decision making 

4. Recognition of effective treatment strategies in chronic pain assessing 
the rationale for the prescribed use of different types of opioids, 
methods of administration, and durations of action to maximize 
improved therapeutic outcomes. 

Agenda 
Overview 

Highly Confidential 

Learning to Read the Map: The Road to Improved therapeutic Selection 
Dr. Pasternak 

Pain perception and transmission: the impact of opioids on activation and 
plasticity of mu receptors: 

Challenges in predicting which patients will respond to which therapy 
Dr. Pasternak 

Current Research and Trends as it Relates to Opioid Receptors and Activity 

Dr. lnturrisi: Recent findings in NMDA receptor research and its impact 
on the treatment of chronic pain 

Dr. Porreca: Recent findings in neuronal mechanisms affecting 
peripheral arid central mechanisms of pain generation 

Integrating Ongoing Research and Knowledge into the Clinical 
Management of Chronic Pain 

Dr. Rowbotham 

Confidential Page 10 
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Faculty: 

Moderator 

Gavril Pasternak, MD, PhD 
Department of Neurology 
Sloan-Kettering Cancer Center 
1275 York Avenue 
New York, NY 10021 
Phone Number: 212-639-7046 
Fax Number: 212-794-4332 
Email: pasterng@MSKCC.ORG 

Presenter 

Charles lnturrisi, PhD 
Professor 
Pharmacology 
Weill Med College of Cornell 
LC-524 1300 York Ave 
New York, NY 10021 
Phone Number: 212 746 6235 
Fax Number: 212 746 8835 
Email: ceintur@med.cornell.edu 

Presenter 

Frank Porreca, PhD 
Pharmacology 
University of Arizona 
1501 N. Campbell Ave. 
Tucson, AZ 85724 
Phone Number: (520) 626-7421 
Email: frankp@u.arizona.edu 

Presenter 

Michael C. Rowbotham, MD 
Professor of Neurology and Anesthesia 
UCSF Department of Neurology 
Pain Clinical Research Center 
1701 Divisadero Street, Suite 480 
San Francisco, CA 94115 
Phone Number: 415-885-7899 
Fax Number: 415-885-7855 
Email: Michael.Rowbotham@ucsf.edu 

Highly Confidential 

Confidential Page 11 

TEVA_MDL_A_06751806 

P-29481 _ 01189



07300KK.20

Targeted Audience: 

Health care professionals specializing in the treatment of pain in attendance at the 
American Pain Society Conference 

CE Provider: 

The educational activity will be accredited by MediCom Worldwide, Inc. MediCom 
Worldwide, Inc. is a fully accredited provider of: 

• CME credit for physicians by the Accreditation Council for Continuing Medical 
Education. Each activity within the series will be accredited for a maximum of 
1.5 AMA PRA Category 1 Credits TM. 

• CNE credit for nurses by the California State Board of Registered Nursing. 
Each activity will be approved for 1.5 contact hours. 

Confidential Page 12 
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Medi Com Worldwide, Inc. 

Program Overview 

Format: 

Live symposia held in Washington, DC in conjunction with the American Pain Society 
Conference. The live event will consist of live didactic presentations delivered by four 
clinical experts in the field of pain management research and practice. Post-live event 
final content will be edited to allow for additional enduring self-study adaptation. The live 
activity will be adapted and reformatted via slide audio and hosted via Medscape 

Distribution/Invitation Process: 

Live Event 
The live symposium will be announced and promoted through the use of approximately 
5,000 printed invitations via direct mail to identified target audience related to the 
scientific conference. 

Request for Sponsor Support Live Event 
As a supplement to these primary methods, MediCom Worldwide, Inc. may request the 
assistance of Cephalon, Inc. in the dissemination of information regarding this program 
to the medical community. The content of such information, however, is the responsibility 
of MediCom and any such distribution will solely be as a supplement to MediCom's 
primary methods of announcement and promotion. 

Enduring Material 
Medscape activity 
Hosting period of the activity will continue 12 months post-launch of the activity. 

Target date of launch: 
Activity will launch via Medscape no less than 90 days post-live event and will maintain 
accreditation throughout the 12-month hosting period. 

Confidential Page 13 
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MediCom Worldwide, Inc. 

Program Overview 

MediCom Worldwide, Inc. Policies: 

Conflict of Interest Identification and Resolution 
MediCom Worldwide, Inc. is in full compliance with all rules and regulations put forth by 
the ACCME in the revised Standards for Commercial Support. MediCom has defined all 
those in position to control content as faculty, authors, presenters, planning committee 
members and all those internal staff who are in position to write, alter or impact the 
content of a CME activity. 

All members identified in the planning process must provide signed disclosures to 
MediCom prior to the planning of the activity. · 

When individuals in a position to control content have reported Financial Relationships 
with one or more commercial interests, MediCom works with them to resolve such 
conflicts to ensure that the content presented is free of commercial bias. The following 
mechanisms have been identified in which to resolve conflicts as identified: 

• Peer review of content by external reviewer 
• Content validation by external topic expert and internal MediCom clinical 

editorial staff 

MediCom Worldwide, Inc. Disclosure Policy: 

(Attachment A) 

MediCom Worldwide, Inc. Content Development Policy: 

(Attachment B) 

MediCom Worldwide, Inc. Faculty Selection Policy: 

(Attachment C) 

Confidential 
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MediCom Worldwide, Inc. 

Program Overview 

Post-Activity Reporting: 

Course evaluation forms will be required for all participants who seek to receive 
continuing education credit. MediCom will summarize the information collected in a 
formal report to evaluate program effectiveness and participant learning. 

Participants will evaluate the following components: 

1. Overall content 
2. Faculty teaching effectiveness 
3. Format 
4. Usefulness of information 
5. Relevance to practice setting 
6. Fair balance 
7. Impact to the care of the patient experiencing pain 

In addition to rating scales, participants will be asked to participate in pre-/post-testing 
scenarios as a measurement of learning. Learning will be analyzed based on self
reported changes in knowledge or perceptions by the participants as a result of this 
activity, and how well he or she will be able to apply learning to a specific practice setting. 
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MediCom Worldwide, Inc. 

Budget Summary and Options 

Budget Summary Overview 

APS Accredited Satellite Symposium Plus Enduring Material Option 
Proposal Overview 

Tactic Desci'iptie>n Expected Outcome P_roposed Budget· 

Direct Costs $145,060 

Satellite symposium at 
Four-speaker 

250 conference 
accredited live Indirect Costs $58,050 

2007 APS Conference symposium attendees 

Total $203,110 

Direct Costs $93,400 

Symposium adaptation: 1.5 hour symposia 
Minimum guarantee of 

slide-audio format based edited to allow 
on content from live distribution via 

600 CME completions Indirect Costs $24,250 

activity internet access per activity 

Total $117,650 

Confidential Page 16 
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MediCom Worldwide, Inc. 

Budget Summary and Options 

Budget: 
Live Activity: 
Medscape Activity: 
(Inclusive of two independent 30 minute activities) 

Total Budget: 

Budget Reporting and Reconciliation: 
Appropriate Use of Commercial Support: 

$203,110 
$117,650 

$320,760 

a. Funds should be in the form of an educational grant made payable to 
MediCom Worldwide, Inc. 

b. No other funds from Cephalon, Inc. will be paid to the program director, 
faculty, or others involved with the CE activity (additional honoraria, extra 
social events, etc). 

c. MediCom Worldwide, Inc. will furnish the commercial interest with 
documentation detailing the receipt and expenditure of the commercial 
support within 90 days of activity completion. 

Payment Structure: 

50% due upon signing of agreement: 

Final 50% due May 15, 2007: 

$160,380 

$160,380 
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Highly Confidential 

"-o.,_. MediCom Worldwide, Inc. 
:i 101 Washington Street 
j Morrisville, Pennsylvania 19067 

... li 

Satellite Symposium in conjunction with the American Pain Society Conference 

Approval Signature 

Symposium Attendees 
Direct mail invitations to health care professionals 

Date 

250 
5,000 

Note: no work may begin until MediCom receives, via email or fax, this approval with signature 
and date 
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Highly Confidential 

"-00 _ MediCom Worldwide, Inc. 
,:. 101 Washington Street 
J Morrisville, Pennsylvania 19067 ... ~ 

Satellite Symposium in conjunction with the American Pain Society Conference 

t~<'.;·tnt0.V'/)r,;:ir~11t'i;{::-::2;;;t;1,;~;1;' '.Jt!,,Jt'.">:!iQif~c;flEiiierrjEi~;:..Aaa.rox@at~\l't"',tit . ·.•·\ ,:i\tt";i:;\f1,\ ·"":"t ,,· ,,·· .. ,.'i: 
APS Admin Fee $ 50,000 

Direct mail invitations 
Direct mail invitations, mailed to registered meeting attendees; includes printing; development of 
database email homepage for registration 

Application Completion Fee 
Mail Services, postage, phone, fax, email registration 

Includes assembly, mail services and postage. Follow up recruitment per phone, fax, email 
Invitation door-drop/advertisement fee 
Participant handouts 

Includes printing of participant workbook; will include accreditation information, speaker biographical 
and disclosure information, agenda, and symposium graphics; total quantity 275 color copy 

Posters advertisement materials 
Faculty expenses 

Honoraria 
MD Chairman 
Faculty presenter (3) 

Travel Expense 
Hotel accommodations 
Meal expense faculty 
Ground transportation 
Room Rental 

Catering 250 X $100 pp 
Audio/visual services: Including digital audio record 
MediCom expenses 

Accommodations (two representatives ) 
Meals 
Travel Expense 

Shipping/Fed Ex 

MediCom pre-meeting coordination and development 
Includes faculty recruitment, agenda coordination, coordination with association; 
coordination with venue; participant recruitment; Agenda and learning objective development 
Clinical advisory coordination and development 

Development Editorial 
Includes presentation slides x4faculty approx 110 slides; editorial oontent review; 
reference and fact checking; design and format 

MediCom on-site symposium coordination; 2 MedlCom staff 
Graphic design and Production 
Accreditation of program for CME; includes distribution of ce certificates 
Database development; record tracking 
Project management 

preparation and coordination of timeline/internal teams; coordination 
with medscape; development of faculty advisory conferences 

Confidential 

$ 6,500 

$ 8,900 

$ 1,560 

$ 15,000 
$ 11,500 

$ 2.500 

$ 2,500 
$ 6,000 
$ 1,500 
$ 1,600 
$ 400 
$ 500 

No charge 
$ 25,000 
$ 7,500 

$ 1,600 
$ 250 
$ 750 
$ 1,500 

25,000 

$ 3,500 

$ 1,800 
$ 3,000 
$ 13,750 
$ 1,000 
$ 10,000 
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Exhibit B 

ACTIQ Risk Management Program 

Provider is aware that ACTIQ® (oral transmucosal fentanyl citrate) [C-11] was 
approved subject to a Risk Management Program (RMP). The RMP includes 
key safety messages that are essential to the safe use of this product. They are: 

Highly Confidential 

• ACTIQ is indicated only for the management of breakthrough cancer pain 
in patients with malignancies who are already receiving and who are 
tolerant to opioid therapy for their underlying persistent cancer pain. 

• ACTIQ is contraindicated in the management of acute or postoperative 
pain, because life-threatening hypoventilation could occur at any dose in 
patients not taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 
• Patients considered opioid tolerant are those who are taking at least 60 

mg Morphine/day, 50 mcg transdermal fentanyl/hour, or an equianalgesic 
dose of another opioid for a week or longer. 

• Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep all 
units from children and discard properly. 

• ACTIQ is intended to be used only in the care of cancer patients and only 
by oncologists and pain specialists who are knowledgeable of and skilled 
in the use of Schedule II opioids to treat cancer pain. 

TEVA_MDL_A_06751815 

P-29481 _ 01198



07300KK.29

FENTORA Risk Management Program 

Provider is aware that FENTORA ™ (fentanyl buccal tablet) [C-11] was approved 
subject to a Risk Minimization Action Plan (RiskMAP). The RiskMAP includes 
key safety messages that are essential to the safe use of this product. They are: 

Highly Confidential 

• FENTORA is indicated for the management of breakthrough pain in 
patients with cancer who are already receiving and who are tolerant to 
opioid therapy for their underlying persistent cancer pain. 

• FENTORA is contraindicated in the management of acute or postoperative 
pain, because life-threatening hypoventilation could occur at any dose in 
patients not taking chronic opiates. 

• This product must not be used in opioid nontolerant patients. 
• No misuse of FENTORA should occur. 
• Unintended (accidental) exposure to FENTORA should not occur. 
• Patients considered opioid tolerant are those who are taking at least 60 

mg oral morphine/day, at least 25 mcg of transdermal fentanyl/hour, at 
least 30 mg of oxycodone daily, at least 8 mg of oral hydromorphone daily 
or an equianalgesic dose of another opioid for a week or longer. 

• Instruct patients/caregivers that FENTORA can be fatal to a child. Keep 
all units away from children and discard properly. 

• FENTORA is intended to be used only in the care of opioid tolerant cancer 
patients and only by healthcare professionals who are knowledgeable of 
and skilled in the use of Schedule II opioids to treat cancer pain. 
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Cephalon Review of Education Grant 

The attached Grant amount has been reviewed by members of the MEP team. 

Program Name: Unrestricted Educational Grant: 

Medicom Worldwide, Inc. 
National CME Lectures and Symposia 

Department 

Legal 

Accounting 

Marketing 

CONFIDENTIAL 

Ed Berg 

Steve Girard 

Paula Castagno 
Andy Pyfer 

Signature 
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December 12, 2003 
P. Andrew Pyfer 
Product Director 
Cephalon, Inc. 
145 Brandywine Parkway 
West Chester, PA 19380 

Dear Mr. Pyfer: 

MediCom Worldwide is accredited by the Accreditation Council for Continuing Medical 
Education to sponsor continuing medical education for physicians and by the Accreditation 
Council for Pharmacy Education to sponsor continuing education for phannacists, as well as an 
approved provider of nursing continuing education through the California State Board of 
Registered Nursing. 

A comprehensive needs assessment has identified interests of health care providers who manage 
patients suffering from pain. Based on this educational need, we are requesting an educational 
grant from Cephalon, Inc. to support the developmel).t and implementation of several continuing 
education activities on the subjects of effective pain management techniques and the changing 
guidelines to improve pain management. The budget to fund these activities is approximately 
$4,368,980. 

Proposed Educational Activities for Pain Management 
A series of approximately 350 one-hour CME lectures across the United States 
A series of 30 half-day ( 4 CME credit hrs.) symposia strategically held across the US 
Continuation of the CEP speaker lecture bureau for invited clinical experts in pain management 
Development, production, and certification of CME slide content for four identified topics 
Continuation of access to Medi Com's proprietary CEP web-based CME slide library for faculty 

These scientific activities, will be developed independently and will comply with all ACCME, 
FDA, AMA, and ACPE regulations for industry-supported professional continuing education. 
The target audiences for these activities are pain management specialists, oncologists and 
anesthesiologists, nurses, pharmacists and those other healthcare professionals interested in pain 
management education . 

As a supplement to our direct mail and web site announcement of these educational activities, we 
request Cephalon representatives to disseminate information regarding these programs to the 
medical community. 

However, the content of such information is the responsibility of the accredited provider and any 
such distribution will be solely as a supplement to provider's primary method of announcement 
and promotion. 

CONFIDENTIAL 

l O I Washington St. 
Morrisville, PA 19067 

215-337-9991 

TEVA_AAMD_00861656 

P-29481 _ 01201



07250.3 
(07300LL.3)

Thank you, in advance, for your consideration of this request. Should you agree to provide 
funding for this project, Letters of Agreement will be forwarded to you as soon as possible. 

Joan Meyer RN, MA 
Executive Director, Continuing Education 

CONFIDENTIAL 

101 Washington St. 
Morrisville, PA 19067 

215-337-9991 
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CONFIDENTIAL 

2004 MEDICAL EDUCATION AGREEMENT V 
CME LECTURE SERIES 

As a condition of Cephalon, Inc's contribution of funds to support a series of 
independent medical education programs (with CME, CPE, and CNE credits), the 
Scientific and Educational Activity provider agrees to the following terms and 
conditions: 

This Agreement ("Agreement") is entered into as of December 12 , 2003 by and 
between Cephalon, Inc. ("Cephalon") and MediCom Worldwide, Inc. ("Provider") 
regarding a series of 350 educational lectures and 30 symposia supported by Cephalon to 
be held during 2004. The parties' mutual objectives are to provide balanced, 
independent, scientifically rigorous lectures to promote the education of attendees. The 
amount of the educational grant requested is $4,368,980. 

1. Statement of Purpose. This program is for scientific and educational purposes 
only and not to promote any commercial drug products. 

2. Control of Content and Selection of Presenters and Moderators. The provider 
is ultimately responsible for the control of content and selection of presenters and 
moderators. Cephalon or its agents may respond to requests initiated by the provider for 
suggestions of presenters or sources of possible presenters. Cephalon will suggest more 
than one name (if possible); will provide speaker qualifications; will disclose financial or 
other relationships between Cephalon and speaker; and will provide this information in 
writing. Provider will seek suggestions from other sources, and will, in its sole discretion, 
select presenters and moderators. 

3. Disclosure of Financial Relationships. Provider will direct speakers and 
moderators to disclose to the audience commercial support or funding or other significant 
financial relationships between the speakers and moderators and Cephalon and/or any 
other commercial company whose products are pertinent to the content of the 
presentation. Provider will disclose Cephalon's support at this program. 

4. Involvement in Content. There will be no "scripting," emphasis, or influence 
on content by Cephalon or its agents. However, Cephalon may provide technical support 
to speakers, e.g., furnishing slides or data, upon their request. 
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CONFIDENTIAL 

5. Ancillary Promotional Activities. No promotional activities will be permitted 
in the same room as, or in the obligatory path to, the educational activity. No product 
advertisements will be permitted within the program or handouts. 

6. Objectivity and Balance. Provider will advise presenters that data regarding 
Cephalon products (or competing products) are to be objectively selected and presented. 
Provider will provide the opportunity for speakers and the audience to discuss 
information, both favorable and unfavorable, about the product(s) and/or alternative 
treatments. 

7. Limitations of Data. Provider will request the speakers, to the extent possible, 
to disclose limits on the data, e.g., that it involves ongoing research, interim analyses, 
preliminary data, or unsupported opinion. 

8. Discussion of Unapproved Uses. Provider will request that presenters disclose 
when a product is not approved in the United States for the use under discussion. 

9. Actig® Risk Management Program. Provider is aware that Actiq (oral 
transmucocsal fentanyl citrate) [C-II) was approved subject to a Risk 
Management Program (RMP). The RMP includes key safety messages that 
are essential to the safe use of this product. They are: 

► Actiq is indicated only for the management of breakthrough cancer 
pain in patients with malignancies who are already receiving and who 
are tolerant to opioid therapy for their underlying persistent cancer 
pain. 

► Actiq is contraindicated in the management of acute or postoperative 
pain, because life-threatening hypoventilation could occur at any dose 
in patients not taking chronic opiates. 

► This product must not be used in opioid nontolerant patients. 
► Patients considered opioid tolerant are those who are taking at least 60 

mg Morphine/day, 50 mcg tansdermal fentanyl/hour, or an 
equianalgesic dose of another opioid for a week or longer. 

► Instruct patients/caregivers that ACTIQ can be fatal to a child. Keep 
all units from children and discard properly. 

10. Opportunity for Debate. Provider will ensure opportunities for questioning by 
attendees and scientific debate with and between presenters. 

11. Independence of Provider in the Use of Contributed Funds. 

(a) funds should be in the form of an educational grant made payable to the 
provider organization. 

(b) Provider must be advised of all other support by Cephalon of the CME 
activity (e.g., distributing brochures, preparing slides). If Provider disapproves of this 
activity, it shall promptly notify Cephalon. 
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·- -- - - - ---. -- -- - ---- - - - - --

(c) no other funds from Cephalon will be paid to the program director, faculty, 
or others involved with this CME activity, e.g., additional honoraria 

12. General. 

(a) Cephalon agrees to abide by all requirements of the ACCME Standards for 
Commercial Support of Continuing Medical Education, and acknowledges receipt of a 
copy of those standards. 

(b) Provider agrees to: (1) abide by the ACCME Standards for Commercial 
Support of Continuing Medical Education; (2) acknowledge educational support from 
Cephalon in program brochures, syllabi, and other program materials; and (3) upon 
request, furnish Cephalon with a report concerning the expenditure of the funds provided 
by Cephalon. 

lN WITNESS WHEREOF, the parties hereto have executed this Agreement as of 
the day and year first above written . 

. MEDICOM WORLDWIDE, INC. 

By: -----------
Name: Joan Meyer 
Title: Executive Director, Cont. Ed 
Date: December 12, 2003 

APPROVED 
Si 

.lj-x1jo-t 

FINANCE Cf:·· ·; 

CEPHALON, INC. 

APPROVED 

,\A>~ 
GAL DEPT 

SIGNI 
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From: Origin IO: NMZA (610) 738-6537 
Suzanne Steczak 
Cephalon, Inc. 
41 Moores Road 

Frazer, PA 19355 

SHIPTO: (215) 337-9991 BILL SENDER 

Joan Meyer 
Medicom Worldwide Inc_ 
101 WASHINGTON ST 

MORRISVILLE, PA 19067 

After printing this label: 

,,.,., ......... 
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1. Use the 'Print' button on this page to print your label to your laser or inkjet printer. 
2. Fold the printed page along the horizontal line. 
3. Place label in shipping pouch and affix it to your shipment so that the barcode portion of the label can be read and scanned. 

Warning: Use only the printed original label for shipping. Using a photocopy of this label for shipping purposes is fraudulent and could 
result in additional billing charges, along with the cancellation of your FedEx account number. 

Use of this system const~utes your agreement to the service conditions in the current FedEx Service Guide, available on fedex.com.FedEx will not be 
responsible for any claim in excess of $100 per package, whether the result of loss, damage, delay, non-delivery,misdelivery,or misinfonnation, unless 
you declare a higher value, pay an additional charge, document your actual loss and file a timely claim.Limitations found in the current FedEx Service 
Guide apply. Your right to recover from FedEx for any loss, including intrinsic valueof the package, loss of sales, income interest, profit, attorney's fees, 
costs, and other fonns of'damage whether direct, incidental,consequential, or special is limited to the greater of $100 or the authorized declared value. 
Recovery cannot exceed actual documented loss.Maximum for items of extraordinary value is $500, e.g. jewelry, precious metals, negotiable 
instruments and other items listed in our ServiceGuide. Written claims must be filed within strict lime limits, see current FedEJo: Service Guide. 
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Steczak, Suzanne 

From: Cephalon Grant Management System [Admin@CephalonGrants.com] 

Sent: Wednesday, December 15, 2010 12:03 PM 

To: Steczak, Suzanne 

Subject: IME Agreement Accepted Grant Request# 006994 

This message is to notify you that the LOA for the grant request listed below has been accepted by the 
Grant Requestor. 

*Therapeutic Area: Chronic Pain (General) 
*Budget Type: 
*Grant ID#: 006994 
*Requesting Institution: MediCom Wordwide, Inc 

12/15/2010 
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EDUCATIONAL GRANT REQUEST 

Grant# 6994 

Title: ESP Live! at the American Academy of Pain Medicine 

Payee: MediCom Wordwide, Inc ~ 

Amount: Requested: $50,000 Approved: "P501 OCP 

Type of Program: Web: Website 
Date GRC Review: 12/7 /10 
Program Start Date: 03/24/2011 

REVIEWER 

~ 
Charles Altman MD 

Associate General Counsel 

Senior Director, 
Medical Education 

DATE APPROVED REJECTED COMMENTS/FURTHER 
INFORMATION 

TEVA_MDL_A_01174646 
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Welcome, Joan Meyer, 
medicoml0l 

FAQ I Help I Privacy 
Policy / Contact I Profile I ~~tg 

My Grants I Submit IME Agreement 

SubmitIME 
Agreement 

This Agreement is entered into as of this 15 day of December 2010, by and 
between Cephalon ("Cephalon"), located at 41 Moores Road, Post Office Box 
4011, Frazer, PA 19355, and MediCom Worldwide, Inc. ("Provider"), located 
at 101 Washington Street, Morrisville, PA 19067. 

WHEREAS, Cephalon has reviewed Provider's grant request to support a 
medical education program ("Program"); and 

WHEREAS, Cephalon has determined that the Program has the potential to 
address educational gaps; and 

WHEREAS, it is the intent of the parties to ensure that the Program will be 
independent, objective, balanced, scientifically rigorous, and have reasonable 
expectations of meeting its educational objectives so that it will not be viewed 
by the United States Food and Drug Administration ("FDA") as promotional 
and that Cephalon will not be viewed as responsible for its content; and 

WHEREAS, Cephalon agrees to provide support for the Program under the 
conditions set forth below. 

NOW THEREFORE, Provider and Cephalon agree to the following terms 
under this Agreement: 

1. Title of Program. The Educational Program is entitled "ESP Live! at the 
American Academy of Pain Medicine, 006994," and a copy of the grant 
request for the Program is attached hereto as Exhibit A. 

2. The Program is: 
certified (CE credits are offered); or 
a non-certified independent program ( where CE credits will not be 

offered). 

3. Program ~ose. The Program is for scientific and educational purposes 
only, and is based on established bona fide and independently verifiable 
patient and/or practitioner needs or gaps in healthcare performance, and is not 
intended to promote a Cephalon product, directly or indirectly. The Program is 

https://cephalongrants.com/home/Admin/AdminDisplayLOA.aspx?38DBIAA24691B4E... 12/15/2010 
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not a repeat activity or endured version of a prior program. 

4. Grant Support Arrangements. 

Page 2 of 6 

(a) Cephalon will provide support for the Program by means of an educational 
grant in the total amount of $50,000.00. If the Program is canceled or 
terminated prior to completion by the Provider, Provider shall return the grant, 
or any unused portion thereof with full reconciliation, to Cephalon within 
thirty (30) days of such termination or cancellation. Provider shall have full 
responsibility for all funding arrangements of the Program, including any 
funding to be provided to its Educational Partner. Payment terms of the grant 
shall be made in accordance with a schedule provide be Cephalon. 
Provider hereby directs Cephalon to pay $50,000.00 to the payee at the 
following address: MediCom Wordwide, Inc, 101 Washington St, Morrisville, 
PA, 19067, 23-3063738. 

(b) Upon notice from Cephalon, Provider shall provide Cephalon, within 
ninety (90) days, a detailed reconciliation that compares the grant proposal to 
the actual program (e.,g., expenses, attendance levels, etc.) To the extent 
Cephalon has overpaid Provider, Provider shall provide a refund to Cephalon 
within sixty (60) days thereafter. Such detailed reconciliation information and 
documents shall be entered into Cephalon's web-based grants managements 
system at www.cephalongrants.com. 

( c) Provider may not use funds provided by Cephalon to pay travel, lodging, 
honoraria or personal expenses for non faculty attendees. Grant funds may be 
used to reduce the overall registration fees for attendees. Grant funds may not 
be used to purchase capital equipment or to provide general operational 
support for an institution. Funds for hospitality shall not be provided, except 
that funds may be used for modest meals or receptions that are held as part of 
the Program, but such events shall not compete with, nor take precedence 
over, educational events. The appropriateness of any reception shall be at the 
sole discretion of the Provider, and Provider shall have final decision-making 
authority in connection with any such activities. 

( d) Funds may be used by the Provider to permit medical students, residents, 
fellows or other health care professionals in training to travel to and attend the 
Program; provided, however, that this is outlined in the approved grant 
proposal and that the selection of such students, residents or fellows who 
receive funds is made by either the academic or training institution, or, ifby 
the Provider, such selection shall be made with the full concurrence of the 
academic or training institution. 

5. Objectivity and Balance. Provider shall retain full responsibility for control 
of the content of the Program and shall ensure that the following requirements 
are met: 

(a) The Program material/content will be objective, balanced and free from 
commercial bias. All topics shall be treated in an impartial, unbiac;ed, 
evidence-based manner. The title of the Program will fairly and accurately 
represent the scope of the presentation. 

https://cephalongrants.com/home/ Admin/ AdminDisplayLOA.aspx?3 8DB l AA24691 B4E. .. 12/15/2010 
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(b) Provider agrees that Cephalon shall not influence the content of the 
Program. Cephalon personnel will not attend content development meetings. 

( c) Cephalon shall not review the Program for medical accuracy or 
completeness and the Provider and/or Educational Partner (if any) agree that 
they will not make such a request of Cephalon. 

(d) If a product marketed by Cephalon is the subject of discussion, the data 
will be objectively selected and presented, with an accurate reflection of 
favorable and unfavorable information about the product and shall also include 
a balanced discussion of prevailing information on alternative products and /or 
therapies. 

( e) Provider represents that neither it nor the Educational Partner (if any) has 
either an open complaint or decision from the Accreditation Council for 
Continuing Medical Education ("ACCME") or the FDA that a program 
provided by the Provider or the Educational Partner failed to meet standards of 
independence, balance, objectivity, or scientific rigor at the time of signing 
this agreement. If a provider is notified of any such complaint or decision 
during the lifetime of the supported program/activity, the Provider will inform 
Cephalon within 30 days of notification. 

6. RiskMAPs / REMS. Certain Cephalon products have an FDA approved 
Risk Management Action Plan (RiskMap) or Risk Evaluation and Mitigation 
Strategy (REMs). Furthermore, other products in the same therapeutic class 
may also have RiskMAPS/ REMS. Provider acknowledges that it is aware of 
the key safety messages in these RiskMAPs/ REMS, shall keep up-to-date 
with such information, and will present such information as it deems 
appropriate in the Program. 

7. No Faculty Selection. Provider shall retain full responsibility for the 
selection of the presenters, authors, moderators, and/or other faculty 
(hereinafter referred to collectively as "Faculty"). Provider and/or Educational 
Partner (if any) shall not request recommendations for Faculty from Cephalon. 

8. Data. Provider will ensure meaningful disclosure of limitations of data (e.g., 
ongoing research, interim analyses, preliminary data, or unsupported opinion). 
Provider will require that Faculty disclose when a product is not approved in 
the United States for the use under discussion. 

9. Question and Answer Session. To the extent the Program is a presentation, 
Provider will ensure meaningful opportunities for questioning by the audience. 

10. Financial Relationships / Disclosure. Provider will ensure meaningful 
disclosure to the audience of support from Cephalon and all other supporters if 
applicable and any significant relationship between individual Faculty and 
Cephalon. All meaningful disclosure(s) shall also be made where appropriate 

https://cephalon~rants.com/home/Admin/AdminDisplayLOA.aspx?38DB1AA24691B4E.. . 12/15/2010 
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including but not limited to, syllabi and enduring material. 

11. Representations and Warranties. Provider represents that: 

(a) Neither the Provider nor the Educational Partner, provides promotional or 
marketing services to Cephalon; 

(b) If Provider or the Educational Partner has an affiliated company offering 
promotional or marketing services, Provider and/or Educational Partner has 
instituted appropriate firewall controls and safeguards to ensure the Program 
remains independent, objective, balanced and scientifically rigorous. Firewall 
documents will be supplied by the Provider and/or Educational Partner and be 
approved by Cephalon. 

(c) Provider has determined that it is appropriate to use the Educational 
Partner in light of the requirements under this Agreement; and 

( d) If Provider and/or Educational Partner employ a former Cephalon 
employee who worked at Cephalon at anytime during the most recent year, the 
information will be disclosed and a collective decision by the parties shall be 
made as to how to handle such situation to ensure that the Program is 
independent. 

12. Invitations/Enduring MaterialsThe Program audience will be selected by 
the Provider. The Provider shall be responsible for distributing materials about 
the Program, including invitations, reminder notices, and business reply cards 
that can be used by third parties to obtain any enduring Program material from 
the Provider. As soon as a date is finalized for a live event the Provider will 
notify Cephalon. For enduring material the Provider shall provide copies to 
Cephalon at the same time as first publication/distribution of such material. 

13. Ancillary Promotional Activities. To the extent the Program is a live 
presentation, no promotional activities or product advertisements will be 
permitted in the same room as, or in an obligate path to, the Program. If the 
Program is a teleconference or webcast, no product advertisements or 
promotional activities will be permitted immediately prior to, during, or 
immediately after the delivery of the Program. If the Program is in print 
format, no product advertisements or promotional materials will be interleaved 
within the pages of the Program. If the Program is made available 
electronically, no product advertisements or promotional materials will appear 
within the Program material or interleaved between computer windows or 
screens of the Program, all as stipulated in ACCME Guidelines. 

14. Compliance with Guidelines. Provider represents that the Program, 
regardless of whether it is certified or not, including development of the 
Program and Program materials, shall conform to the American Medical 
Association ("AMA") Guidelines on Gifts to Physicians, the AMA Ethical 
Opinion on Continuing Medical Education, the ACCME Standards for 
Commercial Support, the FDA December 3, 1997 Final Guidance for 
Industry-Supported Scientific and Educational Activities, and the 

https://cephalongrants.com/home/Admin/AdminDisplayLOA.aspx?38DBlAA24691B4E... 12/15/2010 
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Pharmaceutical Research and Manufacturers Association ("PhRMA") Code on 
Interactions with Healthcare Professionals. 

15. Logistical Status Reports. Provider and/or Educational Partner shall 
provide periodic reports to Cephalon regarding the management and logistics 
of Program components. 

16. Public Disclosure of Grant Payments. Provider acknowledges that 
Cephalon is required to publicly disclose certain terms of this grant agreement 
including the identity of the recipient(s) of the grant and/or Faculty, the nature 
of the activities performed by grant recipient(s) and/or the Faculty, the amount 
of the grant as well as the amount of any honoraria paid by grant recipient( s) 
to the Faculty. Provider shall notify each Faculty member of these disclosure 
terms. 

17. Miscellaneous. 

(a) No party shall use the other party's or its affiliates' name or trademarks for 
publicity or advertising purposes, except with the prior written consent of the 
other party. 

(b) To use the Cephalon logo, the Provider and/or Education Partner must 
contact the Cephalon Grants Cordinator who will supply the logo and correct 
use instructions. 

( c) Provider agrees to obtain all consents, authorizations, approvals and 
releases that may be necessary for the production of the Program and of any 
written materials prepared in connection therewith. 

[This Section is intentionally Left Blank] 

(d) No term, condition or other provision of any attachment or addendum to 
this Agreement shall supersede any term, condition or other provision of this 
Agreement, and with respect to any inconsistency or ambiguity, the 
Agreement shall control. 

IN WITNESS WHEREOF, the parties, by their duly authorized 
representatives, agree to comply with all the terms and conditions of this 
Agreement. 

https://cephalongrants.com/home/Admin/AdminDisplayLOA.aspx?38DBlAA24691B4E... 12/15/2010 
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Copyright © 2010 Cephalon All rights reserved. 
Use and access of this site is subject to the terms and conditions as set out in our 

Terms and Conditions of Use Statement and Privacy Statement. 

IP Address: 173.15.146.158 Username: sgirard Date: 12/9/2010 5:38:46 PM 

IP Address: 173.15.146.158 Username: rkaper Date: 12/10/2010 11:33:11 AM 

IP Address: 173.15.146.158 Username: medicomlOl Date: 12/15/2010 11 :03 :27 AM 
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Steczak, Suzanne 

From: Cephalon Grant Management System [Admin@CephalonGrants.com] 

Sent: Wednesday, December 08, 2010 8:03 AM 

To: Steczak, Suzanne 

Subject: IME Agfeement Sent Grant Coordinator - Email Grant Request #006994 

This message is to notify you that the grant request listed below has been approved by the review 
approval group. 

*Therapeutic Are~: Chronic Pain (General) 
*Budget Type: 
*Grant ID#: 006994 
*Requesting Institution: MediCom Wordwide, Inc 

12/8/2010 
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Steczak, Suza'nne 

From: Cephalon Grant Management System [Admin@CephalonGrants.com] 

Sent: Friday, December 03, 2010 3:21 PM 

To: Steczak, Suzanne 

Subject: IME Agreement Sent Grant Coordinator - Email Grant Request #006994 

This message is to notify you that the grant request listed below has been approved by the review 
approval group. 

*Therapeutic Are?,: Chronic Pain (General) 
*Budget Type: 
*Grant ID#: 006994 
*Requesting Institution: MediCom Wordwide, Inc 

12/3/2010 

Confidential TEVA_MDL_A_0117 4654 
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Grant 
Comments 

Search Results: 

Date 

displaying 

User 

Grant Request #006994 

1 - 2 of 2 Grant comments 

Comment text 

Page 1 of 5 

Note: Provider is ACCME accredited, and their accreditation certificate 
11/15/2010 ' ssteczak 

is attached. There is no Educational Partner. Firewall policy not 
8:48:17 AM applicable. There is one reconciliation missing from an ONC grant 

#5078 from 11/24/09. 

11/15/2010 
RAI: The Payee Information section indicates the Tax ID# is 23-

8:49:26AM 
ssteczak 3063738. The uploaded W-9 form indicates the Tax ID# is 23-

' 
3062372. Please correct. 

<Previous Next> 

Is this Grant Request in response to an RFP?:No 

Organization 

Legal Name of Organization 

Contact Name 

Contact Email Address 

Name of person with legal 
authority to sigri on behalf of your 
organization 

Title of person with legal authority 
to sign on behalf of your 
organization: 

Email address df person with legal 
authority to sign on behalf of your 
organization: : 

Are you the authorized signer? 

Is your organization accredited 

Accreditating bodies 

Other Accreditating body 

Organization Type 

Percentage registrant's funding 
comes from Cephalon 

If known, please give a description 
of any services provided to 
Cephalon by the parent or sister 
organization · 

MediCom Wordwide, Inc 

Joan Meyer 

joan@medicaled.com 

Joan Meyer 

President 

joan@medicaled.com 

Yes 

Yes 

ACCME,ACPE 

California Board of Registered Nursing 

Medical Education and Communications Company (MECC) 

<25% 

https://cephalongrants.com/home/ Admin/ AdminGrantRequestReviewView .aspx?3 8DB 1 A... 12/7/2010 
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Program Overview 

Therapeutic Area 

Program Title 

Program Start Date 

Program End Date 

Decision Date 

Requested Amount 

Total Funding needed for Program 

Program Details 

Needs Assessment Summary 

Learning Objectives 

Program Description 

Agenda 

: Chronic Pain (General) 

: ESP Live! at the American Academy of Pain Medicine 

: 03/24/2011 

: 03/24/2012 

: 01/14/2011 

: $50,000.00 

: $65,870.00 

Page 2 of 5 

: Nonmalignant chronic pain is one of the most common reasons 
for patients to seek medical attention. Physicians and other 
clinicians therefore require current, on-demand and easy-to
utilize continuing medical education to assist the 
developing the necessary skills to evaluate and r 
with chronic pain. 

: • To improve the knowledge of the benefits ofu 
precautionary approach to assess and manage cl 
improve the knowledge and competence of utili: 
assessment tool such as the Opioid Risk Tool to 
stratification of risk in managing a patient with 1 

To improve knowledge about which behaviors~ 
predictive of addiction outcomes. • To improve 
about differentiation of physical dependence an"" __ . __ _ 
from a diagnosis of addiction. 

: In 2011, MediCom, in collaboration with the American 
Academy of Pain Medicine, is proposing to utilize the power of 
the ESP member network to broadcast live HD video meeting 
highlights from the 2011 American Academy of Pain Medicine 
in a new format, ESP Live! at the 27th AAPM. In this initiative, 
ESP clinical advisors - an extensive network of thought leader 
clinician faculty -will assist in identifying the most relevant, 
innovative, and timely advancements in pain management 
presented at the AAPM meeting. 

Are there other financial supporters : Yes 
of this program? 

What is the highest level of 
outcomes proposed in the grant? 

Please provide a description of the 
highest level o:foutcomes proposed 
in the grant 

Level 5 (Performance - The degree to which participants do 
: what the CME activity intended them to be able to do in their 
practices). Please give a brief description and sample. 

• LI - Participation (Registrant Data);• L2 - Satisfaction (Rate 
Level of Satisfaction);• L3A - Declarative Knowledge 
(Leaming Objectives Met); • L4 - Competence (Plan to Make a 

https://cephalongrants.com/home/ Admin/ AdminGrantRequestReviewView .aspx?3 8DB 1 A... 12/7/2010 
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Program Overview 

Therapeutic Area 

Program Title 

Program Start Oate 

Page 2 of 5 

: Chronic Pain (General) 

: ESP Live! at the American Academy of Pain Medicine 

: 03/24/2011 

Program End Date : 03/24/2012 

Decision Date : 01/14/2011 

Requested Amount : $50,000.00 

Total Funding needed for Program : $65,870.00 

Program Details 

Needs Assessment Summary 

Learning Objectives 

Program Description 

Agenda 

Are there other financial supporters 
of this program? 

What is the highest level of 
outcomes proposed in the grant? 

Please provide a description of the 
highest level of'outcomes proposed 
in the grant 

: Nonmalignant chronic pain is one of the most common reasons 
for patients to seek medical attention. Physicians and other 
clinicians therefore require current, on-demand and easy-to
utilize continuing medical education to assist them in 
developing the necessary skills to evaluate and manage patients 
with chronic pain. 

: • To improve the knowledge of the benefits of using a strategic 
precautionary approach to assess and manage chronic pain.• To 
improve the knowledge and competence of utilizing a risk 
assessment tool such as the Opioid Risk Tool to best 
stratification of risk in managing a patient with chronic pain. • 
To improve knowledge about which behaviors are most 
predictive of addiction outcomes. • To improve knowledge 
about differentiation of physical dependence and/or tolerance 
from a diagnosis of addiction. 

: In 2011, MediCom, in collaboration with the American 
Academy of Pain Medicine, is proposing to utilize the power of 
the ESP member network to broadcast live HD video meeting 
highlights from the 2011 American Academy of Pain Medicine 
in a new format, ESP Live! at the 27th AAPM. In this initiative, 
ESP clinical advisors - an extensive network of thought leader 
clinician faculty -will assist in identifying the most relevant, 
innovative, and timely advancements in pain management 
presented at the AAPM meeting. 

: Yes 

Level 5 (Performance - The degree to which participants do 
: what the CME activity intended them to be able to do in their 

practices). Please give a brief description and sample. 

• L 1 - Participation (Registrant Data); • L2 - Satisfaction (Rate 
Level of Satisfaction); • L3A - Declarative Knowledge 
(Leaming Objectives Met);• L4 - Competence (Plan to Make a 

https://cephalongrants.com/home/ Admin/ AdminGrantRequestReviewView.aspx?38DB IA... 12/7/2010 
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Change); • L5 - Performance (Post-Activity Survey on Change) 

Delivery Format & Audience 
; 

If Other is selected, please 
Delivery Format Web: Website describe your Delivery 

' Format 
Effective reach and 

Rationale for Iformat dissemination of 
education 

Estimated Number of 
Speakers/Faculty 14 
Members 
Venue Name City 

State Zip Code 
Country , . 

Method of auqience ESP membeship via 
generation email 
Is this progr~ y Certification/ Accreditation CME 
certified? Type 

: 

Audience Group Total CE/CME Credit Hours Estimated Number of Attendees 
Offered 

Pain Specialists 1.25 

Program Implementation 

Third Party assisting with Program No 
Implementation? 

Educational Partner Information 

Tax ID# 
Organization Name 
Contact Name ( of person with 
legal authority ;to sign on behalf of 
this organization) 
Address 
City 
State 
Zip Code , 
Primary Phone 
Fax 

Email ( of person with legal 

Ext. 

1000 

https://cephalongrants.com/home/ Admin/ AdminGrantRequestReview View .aspx?3 8DB 1 A... 12/7/2010 
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authority to sign on behalf of this 
organization) 

Roles and Responsibilities 

Payee Information 
Checks Payable :To 

Payment Address 

Payment Address: City 

Payment Address: State 

Payment Address: Zip Code 

Payee Tax ID# 

Payee E-mail Address 

Payee First Name 

Payee Last Name 

Payee Phone Number 

Cephalon Budget 

: MediCom Wordwide, Inc 

: 101 Washington St 

: Morrisville 

:PA 
: 19067 

: 23-3063738 

: joan@medicaled.com 

: Joan 

: Meyer 

: (215) 337-9991 Ext. 

Total Amount Requested $ SO,OOO.OO 
from Cephalon 

Total Program Budget $ 65,870.00 

Budget Item Cost 
Management Fee $4,250.00 
Editorial/ Content Development Fee $2,700.00 

Creative/ Graphic Design Fee $1,130.00 

Accreditation Fee (if accredited) $10,000.00 
Faculty Fee: Honoraria $5,500.00 
Faculty Fee: Travel $625.00 
Faculty Fee: Lodging $975.00 

Venue / Event Fee $5,200.00 
Association Fee (if applicable) 
Website Hostirig Fee (if applicable) $18,350.00 
Audience Generation Fees 
Educational Materials Production $13,090.00 

Shipping / Pos,age 
Outcomes Measurement Fees 

Comments 

Other (please describe) $4,050.00 MediCom Travel 

Total ProgramBudget $ 

Page 4 of 5 
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Revenues 

Total Program Budget 
minus Revenues 

Development & 
management fees 

Pass-through expenses 

Attached Documents 

$ 

$ :21,750.00 

$ '.44,120.00 

Document Title Uploaded Document File Name 

tJ Accreditatidn Form Certificate.tif 

t:J Detailed Budget Document ESP Live AAPainMed 110310.pdf - - -

l] Letter of Request on 
Organization's Letterhead 

LOR.pdf 

t] W-9Fon!n In response to RAI.pdf 

l] Needs assessment Proposal.pdf 

Budget Allocations 

GLAccount Cost Center 
764000 - All Independent Medical 

l 00FN440 - Pain 
Education gran;ts 

Page 5 of 5 

Uploaded By Date Uploaded 

REQUESTOR 
11/13/2009 
9:34:25 AM 

REQUESTOR 
11/12/2010 
8:52:22AM 

REQUESTOR 
11/12/2010 
8:52:23 AM 

REQUESTOR 
11/15/2010 
9:09:30AM 

REQUESTOR 
11/12/2010 
8:53:54 AM 

Amount 

$50,000.00 
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November 12, 2010 

Dear Educational Grant Review Committee: 

101 Washington Street 
Morrisville, Pennsylvania 19067 

Phone 215.337.9991 
Fax215.337.0959 

MediCom Worldwide, Inc. is pleased to submit the accompanying grant request to Cephalon for 
an educational program for clinicians that treat nonmalignant chronic pain. As accredited 
providers of continuing medical education, MediCom Worldwide. Inc. recently completed a 
comprehensive needs assessment to identify the educational needs of clinicians who treat 
chronic pain. 

MediCom Worldwide, Inc. is committed to delivering education that addresses gaps in health care 
professional knowledge with the ultimate goal of improving patient care. We are therefore 
requesting funding for the development of 2011 American Academy of Pain Medicine video 
meeting highlights hosted on Emerging Solutions in Pain (ESP) website. 

Emerging Solutions in Pain (ESP) was launched in 2005 with a leading cadre of experts in pain 
management and addiction medicine to help clinicians address these challenges. ESP is a robust 
and multi award-winning ongoing educational initiative which provides an array of information, 
resources, tools, and case studies to highlight and educate clinicians on the complexities 
surrounding the management of chronic pain. 

The total budget to fund this activity is approximately $65,870. Please refer to the detailed budget 
section of this proposal for complete grant funding details. MediCom is seeking multi support for 
this initiative and thereby requests funding up to $50,000 to support ESP from Cephalon. 

This scientific initiative will comply with all ACCME, FDA, AMA, ACPE, and nursing regulations for 
industry supported professional continuing education. MediCom Worldwide is accredited by the 
Accreditation Council for Continuing Medical Education (ACCME) to sponsor continuing medical 
education for physicians, approved by the Accreditation Council for Pharmacy Education (ACPE) 
to provide pharmacy continuing education, and approved by the California State Board of 
Registered Nursing to provide nursing continuing education. 

Educational support will be acknowledged on the educational program in compliance with 
ACCME Guidelines. 

Thank you, in advance, for your consideration of this request. 

Respectfully, 
_r. : :"'' - ., 

A--, )tC,-,,, _h J.f;._,/ 
•---f4J-"'~7 '• ·1 
i/ I 
, ;., 

Joan Meyer, RN, MHA 
Executive Director, Continuing Education 

TEVA_MDL_A_01174661 
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,,,., ,,. 
1 101 Washington St, Suite 11 O 

Proposal Number: 10-284b 

Date: October 28, 201 O 

.; Morrisville, PA 19067 
~ 

~l 

ESP Live! at the 2011 American Academy of Pain Medicine 
October 28, 2010 

Cost Summa Live Meetin 

Approximate Total, Out-of-Pocket Expenses $ 

Total, Time of Staff Ex enses $ 

ESPLiverat the 2011 AAPainMed Meeting $ 

··· Deta;JedBudaet ltemization:MeetinqManaaetnent 
Out-of.Pocket Expenses Aaaroximate 

Broadcast station space 

Faculty honoraria (5 faculty members) 

Moderator honoraria (11 

Moderator expenses: 1 faculty 

Air 

Hotel 

Ground transportation 

OOP 

MediCom expenses: 2 MCWW staff 

Hotel: 1 night each for 2 staff 

Ground transportation 

OOP: 2 days each for 2 staff 

Corona expenses: 3 AN staff 

Air for 1 staff 

Hotel: 3 staff for variable number of nights per staff; 7 nights total 

Ground transportation 

OOP: 3 staff for variable number of days per staff; 7 days total 

Production services 

Editorial, including proofreading 

Audio/visual services 

Filming and all on-site production services 

Remote switching 

Internet fees 

ESP programming 

Pre-meeting announcement blast 

Post-meeting posting of highlights 

Project management 

Equipment rental 

Broadcast station furniture and table cloth 

Monitor/ Plasma rental 

Broadcast station functions 

Onsite management, broadcast station staffing 

Broadcast station giveaways 

Shipping 

Fulfillment 

·• 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 

$ 
$ 

$ 
$ 
$ 

$ 

$ 
$ 

$ 
$ 

$ 
$ 

•• 

44,120 

21,750 

65,8.70 

···•·. 
Total 

5,200 

2,500 

3,000 

375 

975 

100 

150 

650 

100 

200 

375 

2,275 

100 

350 

1,850 

7,500 

1,500 

500 

6,000 

1,050 

600 

1,200 

500 

800 

3,120 

400 

500 

300 
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"'" i, 101 Washington St, Suite 110 

Proposal Number: 10-284b 
Date: October 28, 201 O 

'i Morrisville, PA 19067 
t ~., 

ESP Live! at the 2011 American Academy of Pain Medicine 
October 28, 2010 

. .. • Detailed Budget ltemization:Meeting Management.· ..... • •· 
.. ... • . ·• . 

Out-of-Pocket Exoenses, Aooroxlmate (continued} 

Meeting management 

Venue coordination $ 
Travel coordination for faculty and staff $ 

Miscellaneous (n~m-fulfillment shipping, faxes, FedEx, etc.) $ 

.. Approximate Total, Out-of-PocketEx1Jellses $ 
. Time of Staff Exoenses 

Project management 

Strategic development, account management $ 

Coordination with faculty $ 

Coordination and supervision of internal teams $ 

Coordination with third-party vendors $ 

Preparation an~ coordination of status meetings/updates $ 

Medical services 

Meeting highlights coordination $ 

Development of accreditation-related front matter $ 

Copy writing $ 

Onsite management (2 staff members) $ 

Accreditation fo~ CME, CNE, CPE $ 

Includes accreditation, review, certificate processing 

Administrative and accountina fees $ 
. .,.· .... ..· .. 

$ .. .· Total, Time of Staff Expenses 

> ... 
·•··•··•··· 

Total 

800 

900 

250 

44,1.20 

Total 

2,000 

900 

600 

300 

450 

1,200 

900 

150 

4,800 

10,000 

450 

21,750 
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ESP Live! at AAPM 
Video Highlights 
Directly from the 

AAPM's 27th Annual Meeting 
March 24 - 27, 2011 ln Washington, DC 
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1. Needs Assessment 
Nonmalignant chronic pain is one of the most common reasons for patients to seek medical attention. 
Physiciansiand other clinicians therefore require current, on-demand and easy-to-utilize continuing 
medical education to assist them in developing the necessary skills to evaluate and manage patients 
with chronic pain. 

ta. ESP Background 

Treatment of chronic pain can be a real challenge. Clinicians are increasingly faced with the need to 
address the associated challenges of side effects, addiction, and legal regulations with chronic opioid 
therapy. P:hysicians are increasingly utilizing the Internet, and in particular, trusted independent 
websites, as an essential component of obtaining professional information, as a source of continuing 
medical education (CME), and as a communication lifeline at the point of care. 

Emerging Solutions in Pain (ESP) was launched in 2005 with a leading cadre of experts in pain 
management and addiction medicine to help clinicians address these challenges. ESP is a robust and 
multi award-winning ongoing educational initiative which provides an array of information, resources, 
tools, and case studies to highlight and educate clinicians on the complexities surrounding the 
managem¢nt of chronic pain. It aims to inform clinicians of methods of communication, ways in which 
risk of abuse may be measured, and how to integrate these strategies into an individualized treatment 
plan. The main objective of ESP is to maximize chronic pain patient care outcomes while minimizing 
the risks of the associated challenges. 

The ESP website has achieved many successes including1: 

• ESP membership has grown phenomenally since launch. The current membership is 
22,1402 (+67.6% increase over 2009) 

• ESP membership demographics includes all members of the multidisciplinary team, with 
physicians and nurses being the most represented 

• The key reasons identified by ESP members for accessing the website include obtaining CE 
credit (81%) and staying up-to-date on vital health care issues (13.5%) 

• ESP has been awarded both HONCode and Web Medica Acreditada (WMA) certification, 
the only two worldwide organizations certifying websites adhering to the strictest 
guidelines and ethical standards of presenting credible and reliable information for health 
care professionals 

• ESP has been recognized for both content and innovative design with numerous 
international awards 

• ESP content has been rated highly in terms of usefulness (4.1), quality (4.1), change in 
clinical practices (3.8) and commitment to change (4.0)3 

• ESP educational activities have led to the following key changes in clinical practice: patient 
assessment (22.6%), patient monitoring (19.1%), documentation (12.2%), risk strategy 
(13.9%), pharmacological management (13.9%), and other (18.3%)4 

1The following are based on ESP members self-report during registration and surveys. 
2 ESP members to October 31, 2010. 
3rhe numb~rs in brackets represents the average overall rating by ESP members to October 2010 where 5 = highest and 1 = lowest 

2 
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• A recent study was conducted by CE Outcomes, LLC to determine the effectiveness of two 
ESP CME activities, focusing on the safe and effective treatment of chronic pain while 
minimizing the risks of misuse. A post-activity assessment study was conducted 3-5 months 
after completion to determine the effectiveness of two CME activities on the practice 
patterns and knowledge of physicians who manage chronic pain patients. Effectiveness was 
measured using a case-based survey designed to assess whether the diagnostic and 
therapeutic choices of program participants were consistent with evidence-based content of 
the CME activities. The survey was also administered to a demographically similar control 
group of physicians who did not participate in the educational program in order to assess 
differences in practice choices. The participant group was selected from a list of physicians 
completing the course and also agreeing to participate in future self-study activities. The 
control group was selected at random from the AMA Master File. The participant and control 
group were matched on the following characteristics: physician specialty, degree, years in 
practice, whether or not direct patient care was their primary responsibility, and the number 
of patients seen per week with chronic pain. The large effect size (30%) suggests that the 
ESP Internet-based CME programs offer effective, credible, and high-impact education. 
Physicians whop articipated in ESP CME activities are more likely to practice evidence-based 
care of chronic pain patients than those who did not participate in these activities, specifically: 
o Participants were more likely to recognize that a strategic precautionary approach to 

assessing a patient with moderate risk for aberrant behavior will reduce the likelihood of 
becoming a high-risk patient ( P=.086). 

o Participants were more likely to start a patient with severe pain that is not controlled 
with acetaminophen and NSAIDswho demonstrates moderate risk for aberrant 
behavior on multimodal therapy (P=.059). 

o Participants were more likely to recognize the need to utilize a standard risk
assessment tool (such as the ORT or SOAPP) as the best approach to stratifying risk in a 
patient in the primary care setting (P=.06). 

o Participants were more likely to recognize that some over-the-counter medications 
cause a false-positive urine test and would assess a patient's OTC medications prior to 
stopping the patient's opioid therapy (P=.131). 

• Clinicians exposed to ESP web-based educational activities and resources have 
demonstrated a positive impact to clinical performance as evidenced by the self-report 

measures presented above. 

In summary, ESP has had a positive impact on clinicians via exposure to the availability and access of 
clinical support tools and resources to utilize in the assessment and monitoring of risk in their patients 

who are prescribed opioids. 

40ther - indudes teaching, further research, and sharing with colleagues. 
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lb. Sources of Data for Identified Performance and Knowledge Gaps 

During Match 2010, CE Outcomes, LLC conducted a project with MediCom Worldwide, Inc. to identify 
specific educational gaps in the management of patients with chronic pain. A random sample of 50 
physicians:including pain specialists and primary care physicians (PCPs) was collected. Case vignettes 
were used to determine current practice patterns. Case vignettes have been shown to be a robust and 
noninvasive method of determining physician practice patterns in outpatient settings.

5 
Barriers to 

optimal p~actice were also assessed. 

MediCom has also evaluated all CE pre and post-test evaluation forms, poll survey questions and Text 
Your Knowledge (TYK) questions to identify supporting evidence for these identified gaps. 

5 Peabody JW, et al. Measuring the quality of physician practice by using clinical vignettes: a prospective validation study. Ann 
Intern Med. 2004141(10):771-780. 
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The follo¼'.ing gaps were Identified from the above sources: 

Gap 1: Utilization of a strategic precautionary approach 

Evidence : Source 

• Half of PCPs and 1 in 3 pain specialists were unaware of the benefit of using a CE Outcomes, LLC 

strategic precautionary approach to assess and manage chronic pain. study 

• 2 in 5 PCPs did not recognize that utilizing a risk assessment tool such as the 
Opioid Risk Tool (ORT) and the Screener and Opioid Assessment for Patients with 

Pain (SOAPP) is the best risk stratification approach to managing a patient with 

chronic pain in the primary care setting. 

• Almost 2 in 5 physicians did not recognize that some over-the-counter (OTC) 

medications cause a false-positive urine test for methamphetamines. 

• Over two-thirds of the physician respondents failed to recognize that risk 
stratification assessments should not be used exclusively in deciding on a 

treatment plan. 

• 22.5% of responders disagreed with the following statement: "Utilizing risk ESP CE 
assessment tools is considered the most effective in curtailing drug misuse." evaluations, polls 

• 25% of responders got the following question correct: "Drug-seeking behavior In and TYK surveys 

patients on chronic opioid therapy can be monitored with: a. BDI b. SOAPP-R c. 

HAM-D d. COMM" 

• 12.5% gotthe following correct:" A validated screener of risk of drug abuse for use in 
patients on long-term opioid therapy is: a. SOAPP-R b. ORTc. COMM d. CAGE-AID" 

• 14.3% selected the correct response on : "PCPs prescribing opioids limit risk by use 

of a(n): a. Attorney b. Hidden video cam c. Share-the-risk model d. Legal contract" 

• 33.3% got the following correct: "Which screening tool lacks questions about 

psychiatric disorders? a. SISAP b. ORT c. SOAPP-R d. SOAPP-24" 

• Only 24.3% and 57. 7% got the following pre-test and post-test question correct 

respectively: "In patients on chronic opioid therapy (COT) who are at high risk or 

who have engaged in aberrant drug-related behaviors, clinicians should 

periodically obtain urine drug screens or other information to confirm adherence 

to the COT plan of care. This is an example of what type of recommendation: a. 

S~rong recommendation based on high-quality evidence b. Weak 

recommendation based on moderate-quality evidence c. Strong 

recommendation based on low-quality evidence." 

• 52.5% of post-test responses were correct for the following: "Which of the 
following techniques is considered most effective in curtailing drug abuse, 

misuse, and addiction? a. Risk assessment and compliance monitoring; a highly 

structured therapeutic approach b. Use of prescription monitoring data and 

abuse-deterrent drug formulations c. Patient education d. None of the above" 
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Gap 2: Understanding terminology, identification and treatment of risk phenomena associated with 
chronic opioid therapy 

Evidence ; Source 

• 3 i'n 4 physicians would not select the appropriate initial CE Outcomes, LLC study 

tr~atment for a patient with chronic pain who demonstrates 
moderate risk for aberrant behavior. 

• Or;,ly 25.6% of responders "routinely refer to clinical ESP CE evaluations, polls and 

gtiidelines when treating elderly patients for pain" TYKsurveys 

• 30.8% of participants selected the correct response for: 
"Most state guidelines recommend the use of treatment 

agreements with high-risk patients only. a. True b. False" 

• 3~.3% got the following right: "Mu-opioid receptors are the 
central target in opiate abuse and compulsive alcohol abuse. 

a.True b. False" 

• 2~. 7% got the correct answer for: "Addiction is a psychiatric 
disorder. a. True b. False" 

• 30.8% were right on the following: ''Which of the following is the 
second most prevalent non-medically used drug in America? a. 

Marijuana b. Benzodiazepines c. Opioids d. Stimulants" 

• 40.0% selected the correct response for: "Behaviors predictive 
o~ addiction-outcomes: a. Higher dose request b. IV use of oral 

d~ug c. Abuse of illicit drugs d. Specific drug request" 

• 3~.3% of post-test participants got the following correct 
"Biologic consideration of drug-taking aberrant behavioral risk 

does not include: a. Age b. Gender c. Presence or absence of 

pwchiatric disease d. History of substance abuse" 

• 53.5% got the following correct: "Which risk group can usually 

be managed effectively and safely by a primary care provider? 
a. Only low-risk patients b. Low- and moderate-risk patients c. 

Only high-risk patients d. No group should be managed 

exclusively by a primary care provider" 

• 332 participants got the following incorrect: "Physical 
dependence and/or tolerance are appropriate criteria for a 

diagnosis of addiction." 
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ld. Barriel'is to the Optimal Management of Patients with Chronic Pain 

• Th~ CE Outcomes, LLC study identified that drug-seeking behaviors and patient addiction are 
the most significant barriers to physicians optimally managing patients with chronic pain 

Drug-seeking 
behaviors 

Patient 
addiction I--'-' ....... -',"~ 

Lack of patient 
adherenceto tmr=~==~,:,-w-

therapy 

Legal/regulatory 
requirements 

Subjective 
nature of pain !IL--~~!......~--= 

l!ilNot Significant □ somewhat Significant £!!Very Significant 

• ESP member surveys also identified legal and regulatory concerns as a significant barrier: 
o 87.7% thought that: "A common barrier to pain management among physicians is fear 

that they will be investigated or arrested for prescribing controlled substances." 
o 95.1% felt that: "Fears regarding opioid therapy contribute to the barriers to effective 

pain management." 

le. Design Implications 

• Given the prevalence of chronic pain and the difficulties faced in managing patient addiction 
and drug-seeking behaviors, education on risk assessment tools and strategies is a continuing 
need for clinicians. 

• Educational content should focus on terminology of risk phenomena, identification of 
aberrant drug-taking behaviors and the best tools to utilize, and the appropriate treatment 
o~ high risk patients. 

• In addition, clinicians need education that acknowledges the barriers to optimal pain 
management including drug-seeking behaviors, patient addiction, and legal and regulatory 
requirements for prescribing chronic opioid therapy. 
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2. ESP live! at the 27th AAPM 
' 

2a. Program Overview 

In 2011, MediCom, in collaboration with the American Academy of Pain Medicine, is proposing to 
utilize the power of the ESP member network to broadcast live HD video meeting highlights from the 
2011 Ame(ican Academy of Pain Medicine in a new format, ESP Live! at the 2th AAPM. In this 
initiative, fSP clinical advisors-an extensive network of thought leader clinician faculty-will assist in 
identifying the most relevant, innovative, and timely advancements in pain management presented at 
the AAPM meeting. These clinician thought leaders, together with MediCom, will also select an 
appropriate moderator to interview the presenters of these chosen sessions. Interviews will focus on 
the latest data, on what the data mean to the clinical setting, and how clinicians may effectively 
incorporate the data to improve patient care, and ultimately, patient outcomes. 

Each daily video broadcast will be advertised via multiple mechanisms to the almost 22,000 member 
ESP audience, as well as via the ESP broadcast station at the AAPM meeting. 

2b. Learning Objectives 

The purpose of ESP Live! from the 2th AAPM is to educate clinicians on the effective assessment, 
treatment and monitoring of pain patients, and on good practice management techniques that 
support improved outcomes in patients with chronic pain. More specific program objectives will be 
developed once the AAPM schedule is released, but broadly the objectives are: 

• T<;> outline the emerging issues in pain medicine. 
• TO discuss in-depth topics of special interest on the latest cutting-edge pain-related information. 
• Tc:> summarize key developments and research findings and translate these into practical day

tq-day clinical pearls. 

2c. Overall Program Objectives 

• To improve the knowledge of the benefits of using a strategic precautionary approach to 
assess and manage chronic pain. 

• To improve the knowledge and competence of utilizing a risk assessment tool such as the 
Opioid Risk Tool to best stratification of risk in managing a patient with chronic pain. 

• To improve knowledge about which behaviors are most predictive of addiction outcomes. 
• To improve knowledge about differentiation of physical dependence and/or tolerance from a 

diagnosis of addiction. 

2d. How will the program benefit delegates? 

ESP is proposing to provide dynamic and real-time updates to both the AAPM attendees and ESP 
members via ESP Live! at the 2th AAPM, through an on-the-floor HD video broadcast station live from 
Washington, DC, which will: 
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• Alert meeting attendees that they may receive the meeting highlights through ESP Live! and 
ESP Radio 

• Allow attendees to download ESP Mobile to their 3G network-enabled phones 

• Allow attendees to view the on-air interviews with the clinician thought leaders, live and in
person, as a member of the ESP Live! audience 

This progr~m would therefore benefit the following: 

• A~PM delegates attending the 2011 AAPM who were unable to attend all the sessions 

• AAPM members unable to attend the 2011 AAPM 

• ESP members unable to attend the 2011 AAPM 

• Bqth attendees and non-attendees with discussions of interpreting the scientific data 
presented at the 2011 AAPM into real clinical day-to-day practice advice/suggestions 

• On-demand formats would enable clinicians to listen or view discussions from anywhere and 
at anytime 

2e. Potential Faculty for ESP Live! 

The following potential faculty has been identified to participate in the ESP Live! program: 

• Lynn Webster, MD • Scott Fishman, MD 

• Gilbert Fanciullo, MD, MS • Rollin M. Gallagher, MD, MPH 

• Chester C. Buckenmaier, MD, COL, MC, USA • Bill McCarberg, MD 

• Titn J. Lamer, MD • Michel Y. Dubois, MD 

• Michael Cousins, MD DSc FANZCA FRCA • Sunil J. Panchal, MD 
FAChHPM(RACP) FFPMANZCA • John Markman, MD 

• Joshua Prager, MD • John Peppin, DO, FACP 

• Zahid Bajwa, MD • Perry Fine, MD 
• Edward Bope, MD • Aaron Gilson, MS, MSSW, PhD 

• Mark Sullivan, MD • Ben Rich, JD, PhD 

• Chester Buckenmaier Ill, MD • Martin Angst, MD 

2f. Potential Topics 
The following lists potential topics to be covered during the interview sessions (two sessions will be 
covered each day depending on appropriateness to the ESP audience): 

• Legal and Ethical Aspects of Pain Care 

• The Importance of Producing Quality Guidelines 

• Emerging Ethical Considerations in Responsible Opioid Prescribing 
• Essential Tools for Treating the Patient in Pain 

• Battlefield Pain Management: From Point of Injury to Home 

• LJ;sing Outcomes Data to Improve Patient Care 
• Patient Centered Pain Care 
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• The Value Proposition in Pain Care 

• Evipence-Based Therapies in Cancer Pain Management 
• Opioid Induced hyperalgesia 

• Challenging Patients- Issues and Opportunities 

• Coping Update 
• REMS Update 

• Optimizing Clinical Research and Publishing 

Please not!? that ONLY plenary and poster sessions will be covered on ESP Live! (no symposia sessions 
will be included). 

2g. Intended Audience 

The primary audience of ESP Live! from the 2th AAPM will be physicians, pharmacists, nurses, fellows, 

residents, and other allied health care professionals who provide care to patients with chronic pain. 
These include: 

• Members of the AAPM attending the 2th AAPM annual meeting 
• Attendees of the 27 th AAPM annual meeting who are not members of AAPM 
• Members of the AAPM who are not able to attend the meeting 

• M~mbers of Emerging Solutions in Pain 
• Subscribers to ESP Mobile and The Beacon 
• Current listeners of ESP Radio 
• Clinicians who have down loaded ESP Mobile 

The total size ofthis target audience will exceed 35,000 clinicians. 

2h. Format and Awareness 

ESP Live! from the 2th AAPM will be HD video broadcast sessions via the ESP website and ESP Radio 
which can be also be accessed via ESP Mobile (a Smartphone application). The interview sessions will 
be archived on the ESP website for a period of one year to enable more health care participants to 
access the information presented. 

Each daily broadcast will be advertised via the ESP website and e -newsletter, The Beacon, the 22,000 
member ESP audience, as well as direct mail to the AAPM membership. 

Delegate~ will be given the option to "opt-in" to obtain CME credit for participating in this program. 
These delegates will receive a pre - and post-test evaluation. 

3. Budget 
The total estimated budget tofu nd this activity is $65,870. 
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4. Compliance Information 

ESP activitjes will be planned and implemented in accordance with the Essential Areas and Policies of 
the Accreditation Council for Continuing Medical Education (ACCME) as well as the Accreditation 
Council for Pharmacy Education (ACPE) and the California Board of Registered Nursing (CBRN). 

These programs will adhere to the ACCME Standards of Commercial Support as well as all other 
applicable guidelines including FDA, OIG, and PhRMA. 

5. Funding Requirements 
The total cost offunding this initiative is $65,870. All grantors for the ESP Live! initiative will be 
acknowledged on all activity promotional materials, program syllabus, and on the ESP homepage. 

MediCom Worldwide, Inc. understands that total funding may not be possible due to budget 
constraints of the grant or. Funding will be acceptable at any level. If total funding is received at a lower 
level than requested, then adjustments will be made in the total educational offerings. 

6. Payment Structure 
• 100% due upon signing agreement 

7. Outcc;,mes/Final Report 

The final report to be sent to you 90 days after this activity has been completed will include the 
following metrics and outcomes: 

Metric Measures: 

• Website User Sessions 

• Smartphone User Sessions 

• ESP Radio Sessions 

Outcome Measures: 
• L1 - Participation (Registrant Data); 

• L2- Satisfaction (Rate Level of Satisfaction); 
• L~A- Declarative Knowledge (Learning Objectives Met); 

• L4- Competence (Plan to Make a Change); 
• LS - Performance (Post-Activity Survey on Change) 
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