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Cephalon, Inc 

41 Moores Road 

Frazer, PA 19355 

tel 61 o 344 0200 

fax 61 D 344 0065 

www cephalon.com 

Pre-Approved Template 
Archiving Cover Memo 
To: 

From: 

Date: 

Re: 

Legal Department - Archives 

Kimber Titus x86766 

January 15, 2009 

Fully-Executed Agreement(s) for Archiving in Central Files 

I have attached hereto a fully-executed 

Oconfidential Disclosure Agreement 
□Mutual Confidential Disclosure Agreement 
□Clinical Trial Agreement 
0Master Clinical Trial Agreement 
[g]IEP Grant Agreements 

I have completed the checklist below in preparation for archiving in Central Files: 

[gJ I prepared and finalized this agreement in accordance with the most currently approved 
template located on the Legal Department Intranet Page. 

[gJ If any changes to the template agreement were made, I forwarded the agreement to the Legal 
Department for review and approval. 

[gJ An authorized Cephalon officer has signed the agreement (at the level of Vice President or 
above, or for CD As, a Director or Senior Director who has a valid Delegation of Authority to 
sign CDAs on file in the Legal Department). 

[gJ The agreement(s) is fully executed by both parties and both original signatures are attached. 

Thank you! 
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P-28694 _ 00003

Confidential 

www,cephalon com 

INDEPENDENT EDUCATIONAL PROGRAM GRANT AGREEMENT 

Cephalon, Inc. 
4 1 Moores Road 

PO Box401'. 

>razer, PA 19355 

Phone 610 344•0?00 

Fax 6 l O 3440065 

This Agreement is entered into as of this 16th day of December, 2008, by and 
between Cephalon ("Cephalon"), located at 41 Moores Road, Post Office Box 4011, 
Frazer, PA 19355, and Montefiore Medical Center ("Provider") located at CCME, 3301 
Bainbridge Avenue, Bronx, NY 10467 and Asante Communications, LLC ("Educational 
Partner'') located at 800 Third Avenue, 9th Floor, New York, NY 10022. 

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: 

1. Title of Program. The Educational Program is entitled "Persistent and BTP: 
Multidimensional Assessment and Multimodal Opioid-Based Treatment 
Strategies," and a copy of the grant request for the Program is attached hereto 
as Exhibit A. 

2. Type of Program. The Program is: 

1:8'.laccredited (e.g., continuing medical education or "CME"); or 
Dan independent program where CE credits will not be offered. 

3. Educational Partner The Provider ~shall D shall not use a third party that will 
provide assistance in support of the Program ("Educational Partner"). 

4. The name of the Educational Partner is Asante Communications, LLC. 

5. Educational Components. The expected components of the Program (e.g., 
number of live meetings, CD ROM, web-based, etc.) are as follows: 

(a) Thirteen Live National Meetings; 
(b) Two Additional Live Meetings; 
(c) Five Web Tactics; 
(d) One Print Piece; 
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(e) Three Print Supplements; 

6. 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. 

7. Grant Amount Funding Arrangements. 

(a) Cephalon will provide support for the Program by means of an 
educational grant in the total amount of $1,316,295, 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 
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academic or training institution, or, if by the Provider, such selection shall 

be made with the full concurrence of the academic or training institution. 

8. 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 
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provided by the 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 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. 

10. 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 

11. 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. 

12. Question and Answer Session. To the extent the Program is a presentation, 

Provider will ensure meaningful opportunities for questioning by the audience. 

13. 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. 

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"); 

(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; 
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(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. 

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, all as stipulated in 
ACCME Guidelines. 
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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. 

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 . 

6 
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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. 

MONTEFIORE MEDICAL CENTER 

By ~ ~ :LJ!/ 
Name: f 1evGJ,.,, Y FG l/) 
Title: 1-~scic-"f.fTE P!Aeclv/L, c Cl/{, 

? 

The above signatory 1s a duly authorized 
corporate officer of the IEP Provider. 

Date: j t,.; / Z.) / {) i' 
Tax ID #: I 3 / 7 l/- 0 II 'f 

!CATIONS LLC 

By:_!t--+~-~~-..,/--­

Name :__,l'--jr.......:c..;:;_____;Hv....,__.;..;.,"""'--'--l=---

CEPHALON, INC. 

A"-- "--
sy: / '-- ::\.. 

Name:' Robert Kaper, MD ~--..... 

~arcafAttai;~ 

V 

Date: _ __.l'---"2'--l-/__,_r-A.L./-L../-=o-"""-cP---, 

Title: . ~ll'~i'Dr?_ 

The above signatory is a duly authorized 
corporate offic oft e Educational Partner. 

Date: /-i...- 2 o 
Tax ID#: ~o - 0.1S:IS9'C 
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Center for Continuing MPdi('al Education 
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December 8. 2008 
Stt'"'" .Jay Ft'ld 
:\'-',U','i.l'.· 1 t,J I'( lid' 

Confidential 

Ms. Karen Roy 
Director or Ml'.dical Education 
C\:phalon 
41 Moorl'.s Roud 
ha:r.cr. Pi\ 19355 

D1.:ar Ms. Roy: 

Per your request for additional information, please find below a more detailed overview or the 
I ,evcl and Type or data to be collected viu the patient ~1ucstionrrnire. 

Under the guidance of the Albany Medical Center's Institutional Review Board (lRB ), and 
upproved by /\lbert Einstein College of Medicine, CME. the Stage Ill Dura bk Outrnmcs 
measurement will be used to gather non-biased. indepi:ndent and measurahk information for the 
proposl'd Outcome Study. 

As m1:ntioned in the grnnt. the Stage Ill patient questionnaire will assess improvements in the 
management or persistent and breakthrough pain with patients whose physicians participated in 
the preccptorship program, when compared to patients who were under the earl.! of control group 
physkians wh•J did not participate in the preceptmship. The q,1estionnairc will consist of 5-
mtiltiplc choice qt1estions, each inquiring into their perceptions of the clinician's attentiveness to 
the pain complaint. Sample questions that may be included. pending further discussion and 
approval hy the Albany !RB. /\lhcrt Einstein College of Medicine and based on the approach 
utilized by Dr. Michael Brennan are as J;.11\ows: 

When compared Lo the beginning or the year has your clinician devoted more time to discuss the 
"ups-and-downs" in the severity of your chronic pain? 

Parameters to be Measured 
2 Signiticantly improved 

Improved 
. 0 ND change 

When compared to the beginning 01 the year has yDur clinic1an devoted more time t0 disct-1s~ 
changes in your pc1i11 SC\'Crity causcJ h:, 1ncn:ascd activity'! 

Parameters to be Measured 
.., 

() 

S igni firnnt ly improved 
Improved 
Nu change 
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Page -2-

When compared to the beginning of the year has your clinician devoted more time to discuss 
how to treat episodes when your pciin is at its worst'? 

Parameters to be Measured 
! 1 Significantly improved 

Improved 
, 0 No change 

Lastly as a point or cl.irilkation, the sok data source from patients will be the patient 
questionnuirc. There aren't any needs for the Durable Outcomrs Evaluation to review or 
collect data from patient charts. Patients \Yill participate in this program on a strictlv 
voluntarv basis, can decide not to participate at anv time, and will be assured of lhc 
confidentialitv of their responses. Dr. Charles Argoff and the Albany Medical Center IRB will 
supervise the administration and data analysis of Stage IIL in collaboration with Dr. Hatcher 
(Associate Dean of CME at Einstein and Director of Research and CME at Montcliorc) and 
i\sante Communications. 

\Ve hope this clarifies the Stage Ill section of the propuscd grant. As alwuys, slwuld you have 
any further questions. please do not hesitate to contact me with any qucsti0ns. 

Sincerely, 

Stcvcn Jay Feld 

cc: Pckr Hurwitz 

111< ~·nw.1n ~ 
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Educational Grant Review Committee 
Cephalon 

Dear Sir and/or Madam: 

November 20, 2008 

On behalf of the Albert Einstein College of Medicine & Montefiore Medical Center, 

Center of Continuing Medical Education (CCME) and our Educational Collaborator and 

Joint Sponsor, Asante Communications LLC, please find the requested clarification 

information for Grant #2569. 

Albert Einstein would like to reaffirm its commitment to providing high quality education. 

Of particular importance to us is adapting and refining each successive activity as the 

year unfolds. Applying our learnings from one program to the next invariably improves 

the substance of the program, and provides up-to-date insights from the faculty and 

participants alike. 

Upon further discussion with our education collaborator, Asante Communications, in lieu 

of providing a specific book for the participants, originally suggested to be distributed to 

after the Full-day Regional Meeting and the Preceptorship program, it would be more 

prudent to provide a Reference Guide to these participants, in addition to quarterly 

online updates. 

In addition, we see considerable benefits in combining the enduring material of the 

Teleconferences and the Cases and Commentary into a single enduring material, rather 

than producing two separate activities. This will limit any overlap that may occur from the 

content of these two activities . We would like to present this as an attractive option. 

Enduring materials posted online will be targeted to pain specialists. Websites that are 

selected will have an audience which consists of pain specialists, including 

anesthesiologists , oncologists, neurologists, and physiatrists, among others . 

In addition to being an accredited activity, the Position Paper that will be developed from 

the International Experts Forum will be submitted to a peer-reviewed journal for 

publication. We wil l request permission from the journal prior to submission of the article 

to be published as a CME activity in their journal and elsewhere. This will enhance the 

current BTP literature. 

lti\ 1 1, llll' <ll g 
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We would also like to comment further on two select items. First, as noted in the grant, 
nurses, nurse practitioners and physician assistants represent an important target 
audience and as such we will be making a concerted effort to recruit these pain 
clinicians for each educational activity. In addition, we would like to propose that a Cases 
and Commentary workshop be held at the Oncology Nurses Society (ONS) in 2009. An 
enduring activity will be developed from this Workshop and will extend the reach of this 
very valuable educational activity. This activity will be accredited for continuing education 
(CE) credit for nurses by an approved academic institution or noted medical center, such 
as Montefiore Medical Center. Further, as noted in the accompanying materials, one of 
the workshops will be held at the American Pain Society, a multidisciplinary organization 
that requires triple accreditation for all programs. 

The other items uploaded for clarification purposes include: 
• Timeline on all proposed activities 
• Schematic of Chronic Pain Management Preceptorship (CPMP) 
• Full-Day Regional Budget (clarification on Reference Guide) 
• Preceptorship Budget (clarification on Reference Guide) 

If you need any further information, or have any questions that relate to this grant 
request, please contact me at 718 920-6674, ext. 232. 

On behalf of Albert Einstein College of Medicine & Montefiore Medical Center, I would 
like to thank Cephalon for the continued consideration of this request. 

Sincerely, 

Steven Jay Feld 

TEVA_MD L_A_ 0084997 4 
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• Manage design and production of all materials 

• GranVN99ds development 

"Admin,stsr outcomes lools (pre-test, post-test, and follow up quesi,ons) 

"Analyze resvlts from pre-test, post-test and follovv-vp questions 

"L1a1se with IRS and faculty 

'Manage all aspects of Patient enrollment under /RB supervision 

• Fmal reconc1l1ation 

• tnlemat !RB com /iance 

Cont .. nt D"""lopment/Editorial/Creativ" Fee 

Content Development Includes, 

• Development of pn,-test, post-test and follow-up qves/fons 

' Liaise with facully 

"Development of Case Vignettes 

"Development of Patient Svrvey 

'Development of outcomes report 

"Development of ideas for future educational tacffcs 

• EditonaVcopy editonal ffiv1aw and formatt,ng 

Creative Fee Includes , 

• Design of eva/vat1on survey 

• All costs associated with pro ct desi n and develo men/ 

TOTAL FEES 

!GRAND TOTAL 

Variance +/- 10% 

SPECIAL NOTE: 

• ,.,, .,,11, 11 .. ,,,, ,, .. 1 

',\ ,., ' t •·fl! .• ' ' >, 

•• 1. , r,, . , 1 1 1:. :, r .,,, .,11, •·, 

$73,500.00 

Any change In scope will require an approved revised budget. Cancellation of program wlll be subject to costs•t0• 

date for all expen1tes and staff hours. 

I J I ii ' lll! J!I!, I 1(-j <•t~: 

TEVA_MDL_A_00849975 



P-28694 _ 00016

Confidential 

Broakfast(s) 

150 Binders 
$ 30 200 

• TrmBlm& deve/opmsnt & maintenance 

*Manage 1n/emal IBam and proJecl flow 

rou 

$800 
TOTAL 

• Coordinate faculty 1nv1tat1onal process including mv,tat1ons, conhmiatu,ns, and enrollment process 
• Coordination of part,crpan/s mvolvemenl and gathermg of necessary mformat1on (B1os, etc) 
• Coord1nale all ,nit1al faculty, facultyfpant1cpan!, and quarterly teJeconference calls 
•M9nag,:, rno devt1Jopmonr or daraoase of program ana apprpropnare ctin,c1an rrac1<mg 

• Manage des,gn and production of all meatmg mafenals/reference b,ndsrs 1ncludmg b1os 

• Traffic; meetmg materials fur review and produ<:lton 

.. Arrange for honoreria 

• Grant/Needs development 

"RBConc1ha/1on mMagement 
• Certification coffa1Jorot1on (Jo,n/ sponsorship, camplrBnca rewaw, AftJert Emste,n lle1son) 
• lntemal CME com /lance 
Content DevelopmenUE~ltor1el/Craative Fee 

• Develop learning obJuct,vtts 
* Collaborat,on with far;ulty on agtmdc1 and d,~cuss1on gurde dt1v~fopmrmt 
• Coflttborato wffh tar;;ulty cm d1scvss1on gurr:io tor folttconfr,ronco calls 

• UB1se with presenters (chs1r, faculty} 

• EdrtonaVcopy eriltonef rev,ew and formatting 
• Development of progrnm logo 

• Afl costs sssocrated with meetin cont1;1nt des, n and d9vel mfmt 

FEE TOTAL 

!GRAND TOTAL 

Variance +/- 10% 

SPECIAL NOTE: 
Any ch1ng11 In 5copc wlll require cm 1pproved revlud budgot. 
Cancellatlon of progr•m wilt be subject to co•t1-to-date ft>r all elll:penlH and wtaff h01,1n. 

• 
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Courao Director Honorarium $3,500 

Chair Honorarium $2,500 

Facul Honorarla $2,000 4 

Albert Einstein Accreditation and Certificate Fee 

Albert Einstein Outcomes Measurement Fee 

Hotel Accommodations 

Room & Tax Persons Nights 

To Include. Faculty $275 6 1 

Accred,tor $275 1 1 

Asante $275 3 

Add1t1onal 
Suppl iers $275 2 

Airfare Fare & Tax Por&ons Service 

To Include: Faculty $600 6 Coach 

Accreditor $600 1 Coach 

Asante $600 0 Coach 

Add~ional 
Suppliers $600 2 Co~ch 

Ground Trans rtatlon fan, &Till< Persona Sorvice 

To Include Faculty $300 6 Sedan 

Accred1tor $100 1 Tax, 

Asante $100 3 Tax, 

Add itional 
Suppliers $100 2 Taxi 

Ex enses Reta Peraon& 

To Include. Faculty $100 6 

Accred1tor $100 1 

Asante $100 3 
Add1t1onal 
Suppliers $100 2 

Cost/Tax/ Persons/ Number of 
Food and Bevers Gratuity Quantity Functions 

Continental 
To Include: Breakfast $40 100 

Lunch $55 100 

Break $30 100 

Faculty Dinner $100 10 
On-site Slide 
Review $250 

Meetin Room(s Rental $750 

Business Center $50 

Gratuities (Hotel Staff) $100 

On-Site Telephone/Fax $750 

On-Site Internet Connection $750 

• .,. , I I IJ l' f ll , :1 , , ~ I : , 111 ... .,,,, ') "'' 
,. . , , ... , , , " i I 
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$3,500 

$2,500 

$8,000 

TOTAL. 

$1,650 

$275 
$825 

$550 

TOTAL 

$3,600 
$600 

$0 

$1,200 

TOTAL 

$1,800 

$100 
$300 

$200 

TOTAL 

$600 
$100 

$300 

$200 
TOTAL 

$4,000 

$5,500 
$3,000 

$1,000 

$250 
TOTAL 

■ fh, I 111 •,,•:,.1t, ' 1·-,pi! 11 u :<! 

\ 1 nt• u !( \t , ·1: 1• Id ( ,·n l • f 1111 11 1> 

\. 111 I I ~ < ! , ,n l " I I, · .•, , ! \ !, J 't :i , 

$14,000.00 
$9,500.IJO 
$3,500.00 

$3,300.00 

$5,400.00 

$2,400.D 

$1,200.00 

$13,750.0 

$750.00 
$50,00 

$100.0 
$0.0 
SD.O 

' . l< P• • •• ti• j; , , 1 , ... ,. 
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\' 1• 111 1·r fttr (,',,1 11 i1111111 g \l1•di1·;tl Ed 11(' ,lf 101t 

\ ' 1, 

Production/Printing I 
Reference Gulde I 

I 
Services . 
Include: Printing of syllabus 

(includes pnnt1ng & 
assembly charges ror. 
Agenda, Part1c1pant List , 

Faculty List, color slides, 
evaluations, etc) 

Printing of self-mailer, wafer 

sealed invitation 

Slgnage, Name 8ad1111S, Tent Cards 

Pens,Pad& 

Postage for Invites 

Postage for meetlnii materials 

~Harch (artlclH/permisslons) 

$ 30 100 
Quantity 

125 4-Color 

8,500 4-Color 

~I - All eouioment for Slide Review and General Session 

ITechnlcal Supervlsor/SupPOrl • Labor/PowerPotnt Tech 

Express Mail Shipping (faculty malllngs, materials shipping) 

Additlonal recruitment tactics/purchase lists 
Meetina Planner 

Creative, Design, and Layout 

Transcription 

Miscellaneous e111111nses 

OOPTOTAL 

Management Fee 

Includes: 

• Time/me development & maintenance 

'Manage internal team and project r.ow 

$5 ,250 

$2 ,750 
TOTAL 

■ 
\,l, , , I !, 11 , l I.,.' "! \! , ,'j • • i, 

$3,000.00 

$8,000.00 
$1,375.00 

$250.0( 
$2,500.00 

$250.00 

$750.001 

$5,000.00 
$1,500.00 

$250.00 
$5,000.00 
$7,000.00 
$7,000.00 
$1,500.00 

$250.01 
$97,575.01 

$25,000.00 

• Coordmate faculty mvitat1onal process mclud,ng inv,tat1ons, confmnat1ons, final and welcome packets 

• Manage attendee recruitment process including invrtations, confirmations, final log1s/lcal mformaflon 

• Oversee coordination of venue selectJOn, negot1at1on and contracting 

• Oversee all travel, hotel, ground transportat10n, food functions and AV both pre-meet,ng and onsite 

• Manage all on-site operations of the program mc/udmg registration area 

• Manage design and production of all meeting matenals mcluding 

participant handouts, badges, tent cards, etc. 

• Traffic meeting matenals for review and production 

• Arrange for honoraria 

• Grant/Needs development 

•Reconc1//aflon management 

• Certification collaboration ljoint sponsorship, compliance review, Albert Einstein I, 

• Internal CME compli,mce 

Content Development/Editorial Fee 

Includes: 

• Collaborate with faculty on learning objectives, agenda and discussion gwde development 

• Collaborate with /acuity on presentations 

• Liaise with faculty and ,ncorporate faculty comments 

• Liaise with accred1tor and incorporate accred1tor comments 

• Editorial/copy editorial review and formal/mg 

• All costs associated with meetmg content development 

FEE TOTAL 

$28,000.00 

$53,000.0( 

GRANO TOTAL $150,575.00 

· • ,, , ; 11. ,t , I , ; 1, ••. , , , ~ 
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~ : , , , • 1 I , , J f• , I f I J f ' : , , 

Posta e 
OOP TOTAL 

Printing of 5elf-rnailer, wafer­

sealed 1nv1lahon, Recruitment 

and Awareness Campaign To 
Medscape and Pam C11n,c1an 

G-C;_·~--- -~'f,.~~i:~, :1P;-,r __ , ,;,~( J'.1 ,. ~ ':;.~::.....__ 

Management Fee 

Includes: 

• Tlme/lne development & maintenance 

•Manage internal team and project flow 

10,000 4-Color $3,500 

. :..:±.r~- • ~~!:...::. ~~ ,:~, ~-l~_{,.' 
: - • ~ I" • 

~'); -'-' ' 

• Manage attendee recrwtment process including mv1tat1ons, confirmations, and awareness campaign 

• Manage design and production of all awareness campaign and Medscape Liaison 

• Traffic meeting materials for rov1ew and production 

• Arrange for honorana 

• Grant/Needs development 

'Reconc1/1at1on management 

• Cert,ficarion collaboration (joint sponsorship, compliance review. Albert Einstein Ua1son) 

• Internal CME compliance 

Content Development/Editorial Fee 

Includes: 

• Collaborate with faculty on leaming obJectives, agenda and d1scuss1on guide development 

• Collaborate with faculty on presentations 

• Liaise with faculty end incorporate faculty comments 

• Liaise with accred1tor and incorporate accred,tor comments 

• Ed1tonall copy editorial review and formatting 

• A/I costs associated with meeting content development 

FEE TOTAL 

GRAND TOTAL 

Reference Guide 

■ 1 ! , I ,, 1~• •~ -,, f! ,, 1,11 ii 11 1 I 

11 • 1,1, \f,1 ' , Ll i ,,111 I" ' rl 1
• 

\: t" , ~ , 1 1, , ,, 1 , 1 i, , .i '·I, d 1, , n, 

$60,000.0 
$5,000.00 
$7,000.00 

$2,000.00 

$1,500.00 
$93,500.0 

.;_ ~ 1 7 ~ ..... ,:~::;/ h ~}-¥·;, j 
$20,000.00 

$20,000.00 

$40,000.0( 

$133,500.00 
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Chronic Pain Management Preceptorship 
(CPMP) 

*DOE"' Durable Outcomes Evaluation 

**Control Group for Stage II includes 150 participants from other educational initiatives that do not participate In CPMP 
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Persistent and Breakthrough 
Supported Medical Education Initiatives 

2009 

International Experts Forum Live Event D 
Cases and Commentary Live Event 225 • • • ~ - ~ 

Full-Day Regional Meeting Live Evant 75-100 

Teleconference Series Live Event 200-400 

Cases and Commentary 
PMNNews 

I llll i ♦ Pain Clinician 45-60,000 ,. 
Print Monograph/Online 

Pain.edu 

International 
Full-Day Regional Forum for Pain I 20-25,000 I• I Ill : ♦ 
Satellite Webcast Experts I 

Pain.edu 

Teleconference 
PMNNews 

I I Il l ♦ 
Print Monogrpaph/Online 

Pain Clinician 45-60,000 I 

Pain.edu 
---
PMNNews 

Pain/Risk Management Pain Clinician I 45-60,000 • 1111 ! ♦ Compendium 
Pain.edu 

International Experts Forum 
PMNNews 

Position Paper/Online 
PainClinician 45-60,000 I ,. I 11111 ♦ 

Pain.edu 

Preceptorship Program 300 

/4;~~7,_ ■ tt'' J , .. :::'!!'!:;:;, 
~~:;.. ... 
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Confidential 

In order to review your grant request #2569, Cephalon requires the following additional information: 

1. Please explain how HCPs for the outcomes study will be recruited for the Stage I. 
The participants for the Stage I outcomes study will be recruited through the live educational initiatives 
proposed in the grant-namely, the Cases and CommenfaryWorkshops, Teleconference Series, Full­
day Regional Meeting and potentially the International Expert Forum. The latter will be a closed, 
invitation only meeting that will be held at the 2009 American Pain Society meeting in San Diego, 
pending availability of select thought leaders. 

2. Will the WebPanel series be accredited? 
Yes. The quarterly WebPanel series is a component of the Chronic Pain Management Preceptorship 
(n=-200, pending approval of proposed activities) and will be accredited through Albert Einstein 
College of Medicine. Of note, participants will complete a Durable Outcomes Evaluation (DOE)* Stage 
II structured questionnaire upon completion of the WebPanel series. The questionnaire will measure the 
evolution of thought and practice since completion of the DOE Stage I questionnaire, as measured 
against control cl inicians who limited their education to an enduring material and/or live event and who 
did not participate in the Preceptorship (Stage II) WebPanel. Notably, clinicians who chose not to 
participate in the preceptors hip, and who have otherwise successfully completed at least one post-test 
from any of the educational initiatives (Live, Print, and/or Online) , may participate in the WebPanel 
series. Their educational outcomes will not, however, contribute to the DOE Stage II outcomes, which is 
restricted to preceptorship clinicians only. 

3. How will participants be incentlvized to participate in the outcomes study? 
lncentivization is largely based on the opportunity to participate in a novel educational outcomes study, 
the results from which will likely be published in a peer-reviewed journal. Requirements will be 
minimally time consuming. Clinicians attending the live educational initiatives will necessarily complete 
a structured questionnaire before and after the event, and will therefore provide DOE Stage I study 
data. After completing the pre-post questionnaire, participants will confirm their interest in joining the 
Chronic Pain Management Preceptorship, comprising a quarterly WebPanel series facilitated by expert 
pain clinicians . Preceptorship clinicians (DOE Stage II participants) will have an opportunity to 
collaborate with their peers and thought leaders during the WebPanel series. In addition, preceptorship 
clinicians will be invited to a closed, invitation-only International Expert Forum (See Question 1). 
Qualified clinicians may also serve as adjunct faculty for activities that may be held in 2010, pending 
evaluation by program faculty 

4. Is the preceptors hip a separate activity to the outcomes study? How will participants be 
recruited for this activity? 
Preceptorship participants will be required to complete a Stage II structured questionnaire, providing 
data on the durability of high level outcomes when integrated within an ongoing educational series. 
Preceptorship participants will be recruited during the registration period through e-mail 

1 1• , , \ I - \ ·, ' I J.' I ,1 1 ~ \ 1 ! I 1 ' ( i l I, ' ' , I ~ '. 
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correspondence, and during one of the live events-teleconference call, Cases and Commentary 
workshop and/or full-day regional meeting- that they are required to complete. 

5, The RFP stated that the proposal could cover educational events at national meetings, however 
none is proposed. Please clarify. 
Pending availability of the expert pain clinicians, the International Pain Expert Forum may take place at 
a selected National Congress, currently planned to be held at the American Pain Society (APS; May 
2009, San Diego). Preceptorship participants who attend the American Pain Society at their own cost 
and discretion will be invited to this closed, invitation-only satellite (off-agenda) live event. 

In addition, as a point of clarification, we are planning to hold at least one of the Cases and 
Commentary programs will be held immediately before or after the APS in May 2009 and/or a Regional 
Chronic Pain meeting (e.g.; Emerging Practices in Opioid Prescribing for Chronic Pain, 
March 2009). 

6. Please clarify the types of HCPS that may take part in the cases workshops. 
HCPs that will be recruited to take part in the Cases and Commentary workshops are pain clinicians, 
including, among others, neurologists, psychiatrists, anesthesiologists, oncologists, rheumatologists, 
psychologists, and other general practitioners with an interest in pain management. 

7. Please clarify PainClinician (TM). Is this a quarterly newsletter? 
PainC!inician™ is a proprietary component of a larger educational initiative, The International Chronic 
Pain Forum™, to be formally launched in Q1 2009. The PainClinician quarterly newsletter will drive 
program recruitment, advertisements, and distribution of accredited pain enduring materials. Our 
PainC!inician™ internal database currently includes thousands of practicing pain clinicians who have 
participated in previous accredited programs, CSNA surveys, or have otherNise expressed an interest 
in pain education. 

8. Please clarify how you will recruit for the teleconferences and satellite webcasts. 
Recruitment efforts for the Teleconference and Webcasts will be multifaceted. Reliable tactics include 
extending invitations to clinicians in our proprietary PainC/inician™ database, to clinicians identified by 
the Albert Einstein College of Medicine and to the membership of American Academy of Pain Medicine 
(AAPM), APS and other medical congresses; announcing the programs in relevant print journals, (e.g., 
Pain Medicine News, the Journal of Pain. PainC/inlcian). and on selected pain-related websites (e.g., 
WebMD, pain.edu, International Chronic Pain Forum, etc.). 

9. Is the literature surveillance included in the grant costs? 
The Literature Surveillance program, including monthly written summaries, as detailed in the grant is 
not included in the total grant costs. However, the Albert Einstein College of Medicine working 
collaboratively with Asante routinely forwards to the grant supporters select articles from peer-reviewed 
journals and related reference materials, all of which are relevant to the educational objectives of the 
proposed grant initiatives. 

:UIJ! !la111hndi:,· A,,•rnH', ll1·<>11x, \ 1 !Olii7 [ll<'Cl<l<',tll g 
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10. Please include a timeline of when activities will be disseminated. 
Please see attached. 

11. Additional Information: 
Proposed Payment Schedule: If Albert Einstein College of Medicine is fortunate enough to have its 
grant approved, the proposed payment schedule is 1/3 of program costs upon LOA acceptance, 1/3 of 
program costs at a time point identified as approximately 50% through the completion of the grant, and 
the remaining 1/3 payment during the last 1/3 of the scheduled program completion. 

TEVA_MD L_A_ 00849984 
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lncludoa: 

• T1mo11ne development & mt11ntemmce 

•Manage ,ntemal team and pro,:cl flc,w 

Rate Peraona 

$2,500 

$1,500 

35,000 4-Color 

35,000 n/a 

" ·• . ,). , . , 

$10,800 

S11 ,000 

$4 ,000 

In 

• Coordmate faculty mv,tot1ont1l process 1ncfudmg teleconference coorclmotton, confirmations 

• Coordmat,on of venue sofect,on, negotiation and contractmg 

• '" l '" ,•1 ~ ' , >~ "! " ' , ,, , 
\ • \ .I J • ~1, ,(,, ,1 1 ( ,, , , , r ' II I, • 

I " t • , , 11 , i • ,, V .. , , , 

,, ,.,,, ,,, , 
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' Manage all aspec!s of program 1nc/udmg pos1t1011 paper log1st1cs and traff,c~mg 

• Manage all on-sne needs for meetings with facutry 

' Manage design and production or a// matenals relallng to position paper 

• Manage design and production of all matenals relatmg to weo,ncatlon of pos1t1on paper 

• Arrange for honorana 

• GranVNeeds development 
·Reconc111ar1on management 

• Certlhcat,on col/aborat1on (tom/ sponsorship, comp/lance review, Albert Emste1n /la1son/ 

• Internal CME comp/lance 
Content O.velopment/Editorlal/Cruatlvu Fero 

-"' Includes: 
• Develop learning objectives 

• Collaooratlon w,tn faculty on teleconference agenda and d1scuss1on guide development 

·Manag8 all research assoc,atetJ wtrn 1c1ent1fication or prmipec;r,ve Journals for DistntJullon 

' Collaborate wnh lacully on po31t1on paper 

• Lla,se Wllh presenters (cha,r, faculty/ 

• Ed1tonaVcop ed1lona/ rov,ew and formattm 

FEE TOTAL 

Any change m scope will require an approved ruvl&ed bud11ut. 

Canc,ll•llon of pro11ram will bu 1ubject to coata-(o-<late for all expenoe1 and staff houra. 

" !," I• 

• 

$41,500.00 

98 450. 
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I "1111'1 \111 ( oll1111ll1J1~ \J;,r\w:i\ l.'.d11r,1'11111 

'I 

Services 
Printing of Reference Tool for 

Include 
Pam Spec1ahsts and Other 
Climcrans 

Printing of Envelope 

• Timel1ne development & maintenance 

•internal team and proJect managemem 

• Arrange for faculty review and honoraria 

• Traffic Reference Tool for review and production 

• Manage design and production of reference tool 

• Liaise with course director & faculty 

Quantity 

35000 

35000 

'Review and manage content translation mto on/me format 

'Develop grant and needs assessment 

Design 

4-Color 

4-Color 

• Certirtcat,on collaborat1on (compliance rev1ew,Albert Einstein /1a1son) 

"Reconciliation management 

'Ensure internal CME comptlance 

Content Development/Editorial 

Includes: 

Total 

$<!0,000 

$4,800 

• Collaborate wrth faculty on the develoomenl of the content out/me, and learning obJect1ves 

• Collaborate with faculty on the development of the reference tool manuscnpt 

"Liaise w#h faculty & incorporate faculty comments 

"Liaise with accred1tor & incorporate comments 

• Ec/ltor1al/copy editorial review and formatting of reference tool 

• All costs associated with reference to,,! content development 

TOTAL FEES 

', I 

■ 

$126,800.00 

TEVA_MD L_A_ 00849987 
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Si 
. ,1 , I 

'' n ,, , 

$2,500 

$1,000 8 

Albert Einstein Accreditation and Certificate Fee 

Albert Einstein Outcomes Measurement Fee 

Quontlty Dvsign 

syllabus 
(includes 
printing & 
assembly 
charges for 
Agenda, 
Participant Lisi, 
Faculty List. 
color shdes, 400 4-Color 

Pnntmg of self-
mailer, wafer-
sealed 
1nv~at1on 45,000 4-Color 

flrmatlon tettera to participants and facul 

• Timeline development & maintenance 

'Manage mtemal team and pro1ect now 
'Arrange for faculty honoraria 

' 'Coordmate mv1tatI011al process including confirmations 

'Develop call schedule 
'Coordinate with call center to insure appropriate project flow 

'Develop meeting matenals (invites. announcement cards, syllabus, agenda. purt1c1pant ftst , 

faculty b10 !1st. evaluation survey) 

'Manage design and production of meeting syllabus 

'Ship meeting ma/enals lo part1clf)ants & faculty 

' Lead and moderate 8 teleconference sessions 

, 'Develop. process and review evaluations & summary report 

'Liaise with Intemat teams. faculty, and uccreditor 

• Cert1fIcatIon collaboration (Joint sponsorship, complfance review, Albert Emsrem ha/son) 

'Develop Granls & Needs Assessment 
'Complete final reconcI/fatIon 

'Ensure intemel CME complIanca 
Content Development/Editorial (Total for 8 teleconferencus) 

1 ·11, '; ··, , ,):, 1,.1 · \ I· ' I i • • ' ' ~ 

• I• .. : ,,,, ..,1 . l • ,1 1' 1, 

, , \I· f , , ,,. , , ' r ",, 
\ ,I,, , l.u . , ,, r • h ~" · \) ,,!1, d • 

$2,500.0 

$8,000,0 

TOTAL 

$15,000.00 

$10,000.0 

TEVA_MD L_A_ 00849988 



P-28694 _ 00029

Confidential 

('( •111, ' r l'or <'0111 11111i11~ \l1 ·d1cal Ed1w,11i1111 

Includes: 

:;l{ • Collaborate with faculty on learning objectives. agenda and discussion guida development 

• Collaborate with faculty on presentations 

··":. 'Liaise with faculty & incorporate faculty comments 

'Liaise with accred1tor & incorporate comments 

'Ed~. copyea,t, review end fonnat all matena/s 

'Parlic1pate in teleconferences 

'Pre- and post-teleconference /1a,se with faculty 

FEE TOTAL 

GRAND TOTAL B Teleconferences) 

' 11 1 f ,, 

• J•,• 1 ,,, , 1-.11 ,i , ,r 11 .1 ,,,. 

\ 1,), ,-, \! j;, •; t• r' r 1, .. 

\'I , t I , t .. 1 • , • I., .. . ,? ,,,, dP • 

$47,500.00 

$140,750.00 
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~ 
I ,· 111, ·1 ll ,1· i 1 111 11111 11 11,: \l1 ·d1 ,·. tl 1·:itu, ·,1 , 11111 

,t ~, ' ; . 

Albert Einstein Accrvdltatlon and Certificate Fee 

Albert Elnateln Outcome& Meaaurement Fee 

Procluctlon/Prlntin 

Services Include Monograph 
Prin ting 

• Time/mo development & maintenance 
"Internal team and Pro1ect management 

• Coordinate faculty re view invitational process 

• Arrange for faculty revtew and honoraria 

• Arrange for honorana 

• Manage design and production of all materials 

• Traffic materials for rev,ew and prrxJuction 

Quontity 

45,000 

• Carl,fication coflabora~on ()Omt sponsorship, compliance review, Albert Emste1n l1a1son/ 

• Evalua/1or, summary development and processing 

• Grant/Needs development 

•ReconcH,at1on mans ement 

Content Development/Editorial 

Contont Oovelopmont includos: 
"Develop learning oo/ect,ves 
•oevolop outline for on 8-page monograph 

'Collaborate with faculty in the deve lopment of the monograph manuscript 

'Liaise with faculty & incorporate faculty commsnls 

"Liaise with accreditor & mcorporate comments 

• EditonaVcopy ed1tonal n/Vfew emd formatting of spec,~/ report monograph 

• Afl cosrs assoc,ared wflh meelin content development 

1· .. 

• 
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Rate Panons 

S3.500 
52,500 
S2,000 

Albert Einstein Ac:c:roditation and Certificate Fee 
Albert Einstein O11~1>me Measurement Fee 

To Include. Faculty 

AccredItor 

Asante 

Add~ional 
Supphers 

Faculty 

Accred1tor 

Asante 
AddItIonaI 
Suppliers 

Ground Tran&portatlon 
To Include Faculty 

Accred1lor 
Asante 
Additional 
Suppliers 

enses 
To Include · Faculty 

Asante 
Accred1lor 
AddItIonal 
Suppliers 

Con11nenta l 
To Include. Breakfast 

Lunch 

Break 
Faculty 
Dinner 

On-s,te Slide 
R eview 

' ' le. ' p . 

Room & Tax 

$275 
$275 
$275 

$275 

Fare & Tax 
$600 
$600 
$600 

$600 

Fare & Tu 

$300 
$100 

$100 

$100 

Rato 

$100 
$100 
$100 

$100 

Cost/Tax/ 
Gratuity 

S40 
$65 
$30 

$100 

$250 

$750 
$100 
$750 

$750 

Penona 
7 
1 
3 

2 

P&rsons 

Per'$ons 

7 

1 
3 

Per1ona 

7 
3 

2 

Persons/ Quantity 

0 
70 
70 

11 

Quonllty 

■ 
i, i ' \l ' 

,, ,, . , :' ' ,,' 

N19hts 

1 $1 ,925 
1 $275 
1 $82! 

1 $550 
TOTAL 

service 
Coach $4,200 
Coach $600 
Coach $0 

Coach $1.200 
TOTAL 

Service 

Sadan $2,100 
Taxi $100 
Ta,,c, $300 

Taxi $200 
TOTAL 

$700 
$300 
$100 

$200 
TOTAL 

Number of 
FuncUom 

$0 
$4,550 
$2,100 

$1 ,100 

5250 
TOTAL 

Design 
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Printing of syllabus (includes 
pnntmg & assembly cnarges 
for. Agenda, Part1c1pant List, 

Faculty Ltst, color slides, 
evaluations, etc) 

Printing of self-mailer, wafer• 
_____ __,sea~d mv1tat1on 

e, Name Bad es, Tent Cards 

100 

5,000 

mailin s, materials &hi in 
purchase lists 

. • Time/me development & maintenance 
, · "Manage internal team and proJect flow 

4-Color $4,500 

4-Co\or $3,000 

TOTAL 

• Coordinate faculty invitational process including invitations, confirmations, final and welcome packets 

• Manage attendee recrwtment process including invitations, confirmat,ons, final log1st1cal information 

• Oversee coordination of venue se/ect,on, negot1at1on and contracting 

• Oversee all travel, hotel, ground transportation, food functions and AV both pre-meeting and onsite 
• Manage all on-Site operations of the program including reg1strat1on area 

• Manage aes,gn anct production of all meeting matenals mcludmg 
participant handouts, badges, tent cards, etc. 

• Traffic meet,ng mater,als for review and production 

• Arrange for honorana 
• Grant/Needs development 
*Rec;onciltalion management 

• Cen,ncatlon Collaboratlon (Joint sponsorship, compliance review, Albert Emstem liaison) 
• Internal CME com 1/ance 
Content Development/Editorial Fee 

lnclu~e&: 
• Collaborate with faculty on learning objectives, agenda and discussion gwde development 

• Collaborate with faculty on presentations 
• Liaise with faculry and incorporate faculty comments 

~~;,,~'•; • Liaise with accred1tor and incorporate accredrtor comments 
'~ 1"' '~ • fd1tonaflcopy ed,tonal review and formaftmg 

• All costs assoc/Med with meetin content development 
FEE TOTAL 

!GRAND TOTAL 

■ 

$153,250.00 
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Rite Peraona 

$0 
$2 ,500 
$2.000 5 

'· Albvrt Einstein Accreditation and Certificate Fee 
Alben Einstein Outcome Meaaurement Fee 

Room & To• Persons Nights 
To Include: Faculty 

Accred1tor 
Asante 
AddIt1onal 
Suppliers 

To Include. Faculty 
Accreo,tor 
Asante 
Add1t1onal 
Suppliers 

•· Ground Tran& ortatlon amvaVdeparture 
To Include. Faculty 

Accred1tor 
Asante 
Additiona l 
Suppliers 

To Include : Faculty 
Asante 
Accreditor 
AddIt1onal 
Suppliers 

Continental 
To Include Breakfast 

Lunch 

Break 
Faculty 
Dinner 
On-site 
Slide 
Review 

$275 
$275 
$275 

$275 

Fare & Tax 

$600 
$600 
$600 

$600 

Faro & Tax 

$300 
$100 
$100 

$100 

Rate 
$100 
$100 
$100 

$100 

Cosl/Tox/ 
Gratuity 

$40 
$65 
$30 

$100 

$250 

$750 
$100 
$750 
$750 

7 1 
1 1 
3 1 

2 1 

Persons Service 

Coach 

Coach 

3 Coat;:h 

2 Coach 

Persons Service 

7 Sedan 
Ta;,;i 

3 Ta>:1 

2 Taxi 

Per.on, 
7 
3 

2 

Persons/ Numbor of 
Quantity Functions 

0 
70 
70 

11 

I , 

• \! !l ,.,:' r , 

,, , , J , l !, d,,, 

$1 ,925 
$27! 
$82! 

$55( 

TOTAL 

$4 ,200 
$60 

$1 ,800 

$1 ,200 
TOTAL 

$10 
$30 

TOTAL 

$200 
TOTAL 

$25 
TOTAL 
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\ '( 'Il l l ' I" fnr l \1 111 ll !.111)g \lt• <lw. 11 EdtlC' :lt Hlll 

Procluct1onlPrlntlng 

Services Include (includes rint,n & 

wafer-sealed lnv1tat1on 

nses 

. • Time/me development & ma,ntonanca 

"'· 'Manage internal team and projecl llow 

Quantity Design 

100 4-Color 

5.000 4-Color 

$4,600 
$3,D00 

TOTAL 

·l • Coordinate faculty mv11aI1onal process mclucJmg Inv11a rIons, conflrma1Ions, final and welcome packets 
'· • MMago arrendee recrvirment process inclucJmg mvltat,ons. confirmatIons. final logistical informat,on 

' Oversee coordination of venue se/ectIon, negot1atIon and contracting 
• Oversee al/ travel, hotel, grounrJ transportation, food functions and AV both pre-meeting and onsIte 
• Manage all on-site operations of the program including reg1s/rat1on area 

participant handouts, badges. tent cards, etc. 

• Traffic meeting materials for re view and production 
• Arrange for honoraria 

• Grant/Needs development 

'Reconc1/iation management 

• Cert1ficat1on Collaborat,on (Joint sponsorship , compliance review, Albert Einstein lia ison) 
• Internal CME compliance 
Content Development/Editorial Fee 

• Collaborate w~h facvlty on teaming objectiv<Js, ag<Jnda and discussion guide d<Jvelopment 
• Collaborate w~h faculty on pres<Jnlot1ons 
• LIa1se with faculty end incorporate facvlty comments 
.. L1a1se w,th eccreditor ond incorporate ar;cn:ditor comment;s 

• Editona/lcopy <Jd1tonal rnvlew and formatting 
, • All costs associated with meetin content development 

• 

$250. 
$5,000. 
$7,000. 
$5,000. 
$4,000. 

$250. 
$80,050 . 

FEE TOTAL 

!GRAND TOT AL s121,soo.oo I 

\. \ 1·, 
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Role P1r10n1 

$0 
$2,500 
$2,000 5 

Albert Einstein Accreditation and Certiflcate Fee 
Albert Einstein Outcome Measurement Fee 

Hotel Accommodations 

Room & Tax Persons 
To Include: Faculty 

Accred1tor 
Asante 
Add1l1onal 
Suppliers 

To Include : Faculty 
Accred1tor 
Asante 
Additional 
Suopl1ers 

Ground Transportation (arrivaVdeparture) 
To Include· Facu11y 

Accreditor 
Asante 
Additional 
Suppliers 

To Include: Faculty 
Asante 
Accred1tor 
Additional 
Suppliers 

Continental 
To Include. Breakfast 

Lunch 
Break 

Faculty 
Dinner 
On-site 
Slide 
Review 

~ On-Site Internet Connection 

$275 7 
$275 1 
$275 3 

$275 2 

Fare & Tax Para0n1 

$600 7 
$600 
$600 3 

$600 2 

Faro & Tax Perton, 
$300 7 

$100 1 
$100 3 

$100 2 

Raio Peraona 

$100 7 

$100 3 
$100 

$100 2 

Cost/Tax/ Pareone/ 
Grotu,ty Quantity 

$40 0 
$65 70 
$30 70 

$100 11 

$250 

$750 
$1 00 
$750 
$750 

', ,,.,, ' 

Nights 
1 
1 
1 

1 

Service 

Coach 

Coach 
Coach 

Coach 

Service 
Sedan 
Taxi 
Taxi 

Tax, 

Number cif 
Func11on1 

• \ ,,,,·'' \I !'• 
, \' f,, ,, I !!,'-I•• c, r , ,\ ,, •.'• .,1 \! , .i ,, 1 . 

$0 
$2 ,500 

$10,000 
TOTAL 

$1,925 
$27! 
$82! 

$550 
TOTAL 

$4,20 
$60 

$1 ,60 

TOTAL 

$2 ,10 
$10 
$30 

$200 
TOTAL 

TOTAL 

$0 
$4 ,55 
$2,10 

$1 ,10 

$250 
TOTAL 
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(\•111Pr fo r< ·1111 1rnui111.(\lt· <l it'al Ed11ra \ l1JII 

,' \ !, I , 

,Jl • 'I\,• - •, 

Quanlltt 
Services Include includes pnn\in & 100 

wafer-sealed inv,tat,on 5,000 

es, Tent Cards 

m1terlal1 

allln s, materials shippln 
urchase 11515 

• Timehne developmenr & mamlenance 
·Manage mternal team and projecr flow 

4-Color 

4-Color 

• I,,. I , ,,, I ., , , 1/, •~•• I I •' l ' 

\ 1 ~' 1, \ 1 1 , ,' I , I !Ii ! ' ' I 

\H • ., I ,, ~• , . , ,I ,.,. ' '.'. , ,, ,, • , 

$4,500 

$3,000 
TOTAL 

• Coonima/e faculty mvltalional proce,is mcludmg invitations, conflrmat,ons, final an<J welcome packets 
• Manage attendee recru1/monl procos" including 1nvrtat1ons, conf,rmat",ns, final lr,glsrir;<JI information 
• Oversee coonJ;nat,on of venue seler;tion, negot1at1on and contracNng 
• Oversee all trove/, hotel, ground trensportal/on, food functions and AV both pre-meeting and onsite 
• Manage all on-site operations of the program mclurJmg registration area 
particlp,mt handouts. badges, timt cards. etc 
• Treff1c meeting materials for review and production 
• A"ange for honoraria 
• Grant/Neeris d<Jvelopment 
•Reconc1/lation management 
• Cert1f1cat1on Col/aooratlon Uolnl sponsorship, compliance review, Albert Emstem haison) 
• Internal CME com t1ance 
Content DevelopmenVEditorial Fee 
Includes: 

• Colla/Jorate with facuMy on learning ob1ect1ves. agenda and d1scuss1on guide development 
• Collaborate with faculfy on presentations 
• Liaise with faculty and incorporate faculty comments 
• L1a1se with accred,tor and incorporate accred1tor comments 
• Ed,toriallcopy eri1torlal review and formatting 
• All costs associated with meetm content devclo men/ 
FEE TOTAL 

!GRAND TOTAL 

I ' 

$121,aoo.oo I 
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$2,500 

$3,000 

TOTAL 
Albert Einstein Accreditation and Certificate Fee 
Albert Einstein Outcome Meaaurement Fee 

Production/Prlntln 

Quantity Design Cost 
Services Include: Monograph -

Printing 

• Time/me development & maintenance 
*/nfema/ team and Proy,ct management 

• Coordmafe faculty review mv1tallonal process 
• ArrangtJ for faculty review and honorana 

• Arrange for nonorana 

• Manage design and production of all matena/s 
• Traffic materials for review and production 

45,000 4-Color 

• Certification collaboralion (Jomt sponsorship, compliance review, Albert Emstem ha1son) 

• Evatuat1on summary development and processmg 

i • GranVNeeds development 
- •Reconc1hat1on mana ement 

· Content Development/Ed1torial 

Content Development includes: 
•oevelop learning objectives 
•oevelop out/fne for an 8-page monograph 
•collaborate with faculty ,n the development of the monograph manuscript 
•ua1se With faculty & incorporate faculty comments 
·uaise with accraditor & mcorporate comments 

• Editonalicopy editorial revtew and formatting of special report monograph 
• All costs associated with meet,n content development 

!GRAND TOTAL 

,\ I ', 

■ 

s,,, ,Yso.oq 
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Outline of Request 

I. Overview 

II. Platform Sponsorship, Management, and Outcomes Measurement 

Ill. Educational Platform, Learning Objectives, and Needs Assessment 

IV. Faculty and Programs 

V. Program Recruitment, Awareness, and Distribution 

VI. Budgets 

I. Overview 

Albert Einstein College of Medicine (Einstein) in association with its educational collaborator, Asante Communications LLC 
(Asante), respecttully request a grant for the development, certification, production, and distribution of an educational initiative 
tentatively entitled "Persistent and Breakthrough Pain: Mult1d1mensional Assessment and Mult1modal Opioid-Based Treatment 
Strategies." This educational platform 1s intended to provide continuing medical education (CME) credit to healthcare 
professionals who treat patients wtth chronic pain. 

The sponsors seek support through an educational grant from Cephalon, Inc. A suppor1 statement identifying Cephalon, Inc. as 
the Granter will be included in the preamble of each activity, as well as in all announcements regarding the platform and 
individual activities. 

Einstein will certify the initiative for CME credit for physicians. 

II. Platform Sponsorship, Management, and Outcomes Measurement 

Albert Einstein College of Medicine 

For more than 5 decades, Einstein has exemplified excellence 1n medical research, teaching, and patient care. Established in 
1955, and guided by the vision of Professor Albert Einstein, the College was one of the first medical schools to integrate bedside 
experience with classroom study. Einstein also led the way 1n the development of b1oeth1cs as an accepted academic d1sc1pline 
in medical school curricula and was the first private medical school in New York City to establish an academic Department of 
Family Medicine as well as a residency program in internal medicine with an emphasis on women's health. Today, Einstein is 
one of the nation's premier institutions for medical education, basic research, and clinical investigation. 

Although education is at the heart of Einstein's mission, biomedical research drives its growth. Einstein has 300 research 
laboratories, which allow 11 to consistently be on the forefront of medical breakthroughs via development of cutting-edge 
techniques and clinical trials. A nat10nal leader in biomedical research support from the federal government, Einstein received 
more than $150 million in funding from the National Institutes of Health (NIH) in 2006. Einstein ranks sixth in the nation 1n terms 
of NiH awards to basic-science departments, and 7 of its programs are designated as NIH "Centers of Excellence." 

Einstein and Montefiore Medical Center (the University Hospital and Academic Medical Center for the Albert Einstein College of 
Medicine) Center for Continuing Medical Education (CCME) was founded in 1976. It is accredited by the Accreditation Council 
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for Continuing Medical Education (ACCME) to provide CME for physicians. CCME is committed to the utilization of resources for 

the advancement of CME throughout the physician 's professional career. CCME's mission is to enhance patient care by bringing 

diagnostic and therapeutic innovations to the clinical environment through professional medical education for physicians that 

maintains, develops, and increases their knowledge, skills , and competence. 

CCME does not maintain financial relationships with commercial supporters or educational partners outside of the receipt of 

normal fee for services. Commercial interests are not involved in the development of content, program planning, or budget­

determination. Responsibility for assuring that the CME activities mee1 the highest requirements and standards of Einstein and 

the ACCME rests solely with the CCME and is not transferable. 

CCME requires written, signed disclosure of the existence of relevant financial interests or relationships with commercial 

interests from any individual contributing to or in a position to influence the content of a CME activity sponsored by Einstein . 

lnd1V1duals not disclosing relevant financial relationships will be disqualified from an association with the CME activity in question. 

CCME has established policies !hat will identify and resolve all conflicts of interest prior to activity certification by applying the 

disclosed information and activity subject to ACCME's policies. 

All scientific research referred to, reported on, or used in a CME activity certified by Einstein in support or justification of a patient 

care recommendation will conform to the generally accepted standards of experimental design, data collect1on, and analysis. 

Asante has retained Hogan & Hartson LLP, an international law firm, to provide Asante with consultancy and expert insights into 

current federal and state regulations, ACCME codes of conduct, Pharmaceutical Research and Manufacturers of America 

(PhRMA) code, and their potential impact on the quality and delivery of our medical education programs. 

Experts in all relevant accreditation issues, Hogan & Hartson will ensure that the continuing medical education programs Asante 

proposes and executes-including such full spectrum communications vehicles as regional meetings, teleconferences, web­

based and print activities-will be conducted in an irreproachably compliant fashion. By ensuring that the educational programs 

faithfully adhere to all relevant law and regulations, Hogan & Hartson will help us meet the educational needs of critical 

therapeutic areas, develop cl inicians' skill sets and improve patient care 

As the 2009 educational year unfolds, Hogan & Hartson will continually monitor our policies and programs and may instruct our 

team accordingly, facilitating any necessary adjustments. Addi1ionally, the global law linn will help Asante develop employee and 

faculty educallonal programs. 

Asante Communications, LLC 

Asante is a full-service medical education company specializing in physician and patient education for the biopharmaceutical 

industry. Utilizing proprietary research methodologies, the Asante team of scientists, writers, and strategists delivers high quality 
CME, tailored to the objectives of our accreditors and grantors, grounded in the science of current and Investigation al treatment 

options, and shaped by an expert understanding of adult learning principles. In particular, the company integrates the latest 
insights into disease management with comprehensive preclinical and clinical data, creating coherent and credible educational 
platforms. Asante provides strategically sharp content across print, live, video, and Web-based outlets and distribution channels, 
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and leverages its diverse network of pain clinicians to develop, validate and critically review needs assessments and all relevant 
scientific content. Further, the full spectrum of educational materials proposed in this grant is based on a fundamental tenet that 
clinicians have idiosyncratic learning preferences and often prefer to self-direct their learning across multiple vehicles. Such a 
mulWaceted, interactive and needs-based approach is critical to instructing clinicians in chronic pain management. Based in New 
York City, the company Is managed by seasoned veterans of the healthcare communications industry. 

Platform Management 

Asante will be responsible for the development, production, and distribution of the activities within the educational platform under 
the direction of Einstein. Asante will operate as an extension of the sponsor, working within Einstein's guidelines as well as those 
of the accrediting organizations and governmental agencies regulating medical education. 

Einstein will provide oversight for the development, production, and distribution of the activities within the educational platform as 
well as the certification for CME credit. 

Outcome Levels 

Asante reaches Level 4 of Outcomes Measurement as defined by the North American Association of Medical Education and 
Communication Companies, Inc (NAAMECC) with our standard evaluation process: 

Level 1: Participation (via the participant report) 

Level 2: Satisfaction (via the actIv1ty evaluation) 

Level 3: Learning (via the self-assessment exam) 

Level 4: Performance (via the commitment-to-change questions on the activity evaluation) 

Durable Outcomes Measurement and Evaluation 

Einstein and Asante are committed to providing high quality education associated with durable outcomes that promote best 
practices in pain management and improve patient care. In addition to traditional outcomes measurements reported and 
evaluated by Einsten for Level 4 Outcomes as noted above, a randomized controlled study approved by Victor Hatcher, PhD, 
David Kaufman, MD, of Einstein and the Institutional Review Board (IRB) of Albany Medical Center will be conducted to measure 
the effectiveness of the educational interventions. 

Stage I 

In this study, clinicians (N=-300-350) will demonstrate their baseline level of attitudes, awareness, knowledge and current 
practices by completing a structured questionnaire (20-questions; 10 multiple choice and 1 O case-based short answer 
questions). The questionnaire-a self-developed instrument in early stages of psychometric evaluation-will be based on 
educational deficits initially identified in the Clinical Survey and Needs Assessment (CSNA). After completing the diagnostic, 
clinicians will participate In a teleconference program and/or live regional meeting, immediately after which they will again 
complete a similarly structured questionnaire. Pre and post difterences in attitudes, awareness and knowledge will be 
determined, reflecting the extent to which the participants have achieved the learning obJectives. To gain additional context, face­
to-face focus group discussions will be conducted immediately after the regional meeting as well. Here, participants will have an 
opportunity 1o elabora1e on self-reported performance indicators 1hat go beyond the structured questionnaire. 
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Stage II 

Upon completion of Stage I, a subset of interested clinicians will be randomized to either an intervention group (-n=150), within 
which clinicians will participate in a monthly WebPanel series with thought leaders for 6 months, or randomized to a control group 
of clinicians (-n=150), who will receive no further instruction and provide a benchmark against which the effectiveness of 
continual intervention may be measured. Adult learning principles suggest that such reinforcement helps translate knowledge 
into practices witti enduring value . Clinicians may benefit from the collegial relationship and outcomes-driven mentoring provided 
by the WebPanel. Outcome variables for Stage II will include the clinicians' confidence in pain management skills and intent-to­
change by: (1} employing functional goals to guide patient care (2) implementing structured pain and risk assessment 
rnetnodologies (3) monitoring breakthrough and persistent pain longitudinally and (4) documenting level of risk. 

Stage Ill 

A more precise measure of effectiveness may be obtained in a third and final stage of this study. A subset of clinicians from the 
Stage II intervention (n=-5 clinicians) and control groups (-n=5 clinicians} will invite as many as 10 patients each to participate in 
this stage (-N=100 patients; -n=50 experimental group; -n::50 control group). Appropriate disclaimers and IRB approval will be 
secured for each patient upon initiation of Stage II. Once Stage It is completed, patients in each group will complete a brief 
questionnaire (5 multiple choice questions). Outcome variables for Stage Ill will be patients' overall satisfaction with the 
consultations and satisfaction with the clinician's assessment of the quality, severity and temporal components of chron ic pa in. 
Differences in patient outcomes will be compared between the Stage II intervention group and control group. The working 
hypothesis is that those patients treated by clinicians who received ongoing interventions will have sharper assessment skills, 
translating into discernable and self-reported differences in patient care. 

Importantly, this study design and methodology will provide qualitative and quantitative data longitudinally, throughout each stage 
of the study. Reported outcomes in physician performance and patient care-particularly those demonstrating sustainability­
may constitute publishable data lor the Journal of Continuing Education in the Health Professions, a peer-reviewed journal 
specializing in CME. 

Ill. Educational Platform, Learning Objectives, and Needs Assessment 

Educational Platform 

Guided by an expert panel and comprehensive needs assessment, the educational init1at1ves within this platform are intended to 
disseminate chronic pain and risk management strategies to a multidisciplinary audience of clinicians who treat patients with 
chronic pain, including pain specialists, neurologists, rheumatologists. physical medicine and rehabilitation specialists. family 
practitioners, oncologists, and internal medicine and general practitioners. In a grant proposal to be submitted subsequently, 
physician assistants, nurse practitioners, and registered nurses will be addressed as an important secondary audience. 

Each activity will provide a venue for healthcare professionals to increase their clinical knowledge and awareness of pain and 
risk-mitigation strategies in the opioid-based treatment of chronic pain. Upon successful completion ot the CME activities, 
healthcare professionals may use the CME credit(s} earned toward their licensure and/or certification requirements. 

Einstein and Asante have completed a thorough analysis of the current stale of chronic pain education, researching publications 
and clinical trials, soliciting in-depth thought-leader feedback, and conducting a survey of potential participants regarding current 
practice patterns, e~isting educational opportunities, and the need for focused and targeted activities. 

Page 5 of 30 Confidential 

TEVA_MDL_A_ 00850002 



P-28694 _ 00043

Confidential 

Asante has developed a proprietary approach to identifying unmet educational needs among clinicians, to tailoring educational 
programs accordingly, and to developing sensitive outcomes-based approaches to evaluating changes in awareness, knowledge 
and practice. Briefly, working with Einstein, Asante has employed its CSNA data which helps distinguish among clinicians with 
various levels of expertise. While the psychometric properties have yet to be fully determined, the questions reveal different 
approaches to the assessment and treatment of specific disorders. After identifying gaps in understanding among responders, 
specific replies are shared with thought leaders, who are asked to share their insights into a specific educational deficit and how 
it may be treated through targeted interventions. Finally, teleconlerence calls are then conducted lo confirm identilied gaps 
among target audiences. 

Based on th is research and feedback, Einstein and Asante have identified specific educational needs within the therapeJtic area 
and recommend addressing those needs via a series of educational approaches to chronic pain and risk management linking 
evidence-based medicine with expert perspective. 

Intended Audience 
These activities are developed for pa in specialists, neurologists, rheumalolog1sts, physical medicine and rehabilitation 
spec1al1sts, family practitioners, oncologists, and internal medicine and general practitioners 

Activity Goals 
It is the goal of these activities to increase their competence and abilities to treat and appropriately manage pain and learn 
important methods to incorporate risk management strategies into pain management plans. 

Learning Objectives 

At the conclusion of this program, participants wilt be better prepared to: 

Define, recognize, and independently assess breakthrough and persistent pain in patients with chronic pain syndromes 

2. Implement a multidimensional, continual, and vigilant assessment of persistent and breakthrough pain based, in part, on the 
phenomenology and inferred pathophysiology of the pain syndrome, patient function, goals, and level of risk 

3. Select appropriate patients for opioid-based management of persistent and breakthrough pain 

4. Employ multimodal opioid-based therapies tailored to the multidimensional pain assessment of patients with persisient and 
breakthrough pain 

5. Explain the respective roles of long-acting, short acting and rapid onset opio1ds in the management of persistent and 
breakthrough pain 

6 Distinguish clinical constructs of physical dependence, tolerance, pseudotolerance, addiction . pseudoaddiction and their 
impact on medical management of patients with chronic pain syndromes 

Clinical Survey and Needs Assessment (CSNA) 

Two thousand one hundred and thirty five surveys were e-mailed to U.S. based pain clinicians. One hundred and fifty-seven 
electronic surveys were completed (7% response rate). Respondents provided answers to several yes/no questions and to open­
ended questions about breakthrough and persistent pain management. Select questions from the survey are included below. 

• Most (82%) of the sample employed multimodal and muttidrug approaches 
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• Nearly 40% of respondents cited the need for more education on multimodal treatment strategies (eg, behavioral, relaxation 
strategies, cognitive behavioral therapy) 

• Approximately 74% of respondents cited a need to learn more about principles of opioid-based therapy, including when to 
prescribe, how to maintain, and when to discontinue opioids. ("How do I manage a patient with a legitimate pain syndrome 
who has broken the contract?') 

• Nearly half (47%} of the respondents agreed that opioid based therapy is lime consuming, poorly reimbursed and increasingly 
ditticult in this environment. Respondents agreed that guidance on formulating a treatment plan within the current 15-minute 
visit paradigm is needed. 

• An estimated 34% of respondents do not risk stratify their patients for problematic opioid use. 

• Few subjects (<10%) disagreed with the notion that chronic pain comprises two distinct components (Sample responses 
below). Rather, the educational need appears to center on definitional issues, and how best to assess and treat the 
constructs. Operationalizing break1hrough and persistent pain, in other words, appears to be the threshold educational need. 

• Most respondents (65%) used the Numeric Rating Scale to evaluate baseline pain, highlighting the need for education on 
thorough assessment strategies. 

• Only 55% of respondents provided an adequate definition of break1hrough pain. 

Question: How do you determine whether baseline persistent pain is controlled? Please elaborate as needed. 

"Actually, very complex assessment: I begin with comparing both the peak and average pain scores since 
last encounter, the frequency and duration, comparing these to values from the previous visit; the total daily 
long-acting and average short-acting (excluding transmucosal fentanyl) opioid dosages are calculated as oral 
oxycodone equivalents, and the percentage of short-acting medication of the total of the two components is 
estimated, and compared with last v1s1t. In the interview, adjustments are made in interpretation of these 
"hard" data points based on any acute injuries or exacerbations which may have disturbed the balance that 
month, desirable increases in activity vs. overextension, and the end-effect on mood, sleep, energy, 
motivation, appetite, and perceived areas of improvement or deterioration are assessed. " 

Question: How would define breakthrough pain? 

Adequate definitions included: 

"Sudden onset or rapidly (a relatively soft subjective definition) escalating pain beyond usual tolerable levels 
(not just above baseline). I do not accept the additional qualification that it is of short duration or even 
necessarily spontaneously subsides; patients with CRPS I or If, TGN, PHN, or painful MS may experience 
flares that sustain for hours or even a full day." 

"Episodic occurrences, commonly related to changes in activir; not well controlled by baseline pain 
medication use that works the majority of the time." 
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Inadequate breakthrough pain definitions included: 

• Disturbing pain despite taking long acting opioid 

• I would Just say it is an increase over base/me; the pain is getting worse or it still isn't well controlled in the 
first place 

• When a person still has pain on and off, while taking maintenance pain medications 

• Pain that occurs at the end of dose drop off of the long acting med regimen before the next dose is due 

• 8TP is pain occurring in mid-dose regimen with chronic pain controlled by long acting narcotic 

• If the baseline pain is not managed then there will be more breakthrough pain. Baseline pain management 
requires maximizing dosages or other inrerventions 

• Pain that unexpectedly breaks through the baseline pain regimen, as distinct from act1v1ty related pain and 
end-of-dose pain 

Critical Assessment of Unmet Educational Needs in Chronic Pain Management 

Chronic pain is prevalent, underdiagnosed, often misdiagnosed, and undertreated. (Wahd, 2008; Gore, 2006) Previously 
regarded as a symptom of underlying disorders, the neuroplastic changes that characterize chronic pain constitute a disease 
state unto itself, a state of peripheral and central sensitization and hyperexc1tability that requires comprehensive, continual 
assessment and treatment . (Woolf, 2007) Chronic pain Is a significant burden to the patient, impairing multiple dimensions of 
function-affective, cognitive, physical , and work-related-which , in turn, adversely affect public hea lth. (McCarberg, 2008) 
Numerous epidemiologic studies have estimated an annual cost of 80 bill ion dollars in the United States alone, reflecting the 
more than 50 million people who have chronic pain syndromes. (APS, 2008) The incidence and prevalence of chronic pain 
syndromes is projected to increase as the population ages, particularly with such age-related syndromes as osteoporosis, low 
back pain, osteoarthritis, and multifocal joint pains. (Robinson, 2007) Many patients with chronic pain will be cancer survivors, a 
group recently estimated to include more than 10.8 million people. (Ries, 2008) The preva lence and cost of chronic pain, and its 
debIl1tatIng signs and symptoms, have dnven pain practitioners, academicians and several medical societies to collaboratively 
develop screening methodologies, validated assessment tools, and multimodal treatment strategies that provide pain relief and 
improve patient function . All of these approaches require an ongoing commitment to medical education. (Stanos, 2008; Webster, 
2005; Pass1k, 2008) (CSNA; Learning Objectives 2, 3, 4) 

Chronic pain comprises heterogeneous and frequently complex disorders that often require opioid analgesics, a medication 
class wrth an equally complex pharmacology and epidemiology. (Pasternak, 2005) Opioids have long been regarded as a 
cornerstone in the treatment of cancer pain; numerous randomized controlled studies have documented their safety, tolerability 
and efficacy across a wide variety of cancer-related syndromes. (Pergolizzi. 2008; Ballantyne, 2005; Miaskowski, 2005; Carr, 
2004) Over the past 20 years , opioids have gained increasing, though not unqualified, acceptance for noncancer pain as well. 
(Ballantyne, 2008; Noble, 2008: Riley, 2008; Portenoy, 2007: Furlan, 2006; Coluzzi, 2005; Nicholson, 2003) Concerns about 
opioids in the management of moderate to severe pain of noncancerous origin, extensively reviewed elsewhere, help explain, at 
least In part, an unjustifiable undertreatment of pain, especially In the elderly. (Lin , 20007; Robinson, 2007; APS, 2005; 
Ballantyne and Mao, 2003) Educational programs are urgently needed to help cl inicians select appropriate patients with cancer 
and noncancer pain syndromes for opI01d-based pharmacotherapy, and to develop an individualized therapeutic regimen based 
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on the pain syndrome, level of risk, and goals of each patient. (Portenoy, 2008; Keeney, 2008; Comley, 2000) (CSNA; Leaming 
Objectives 3, 4) 

Multidimensional comprehens ive assessment strategies improve patient care and outcomes. (Barbuto, 2008; Breivik H, 2008; 
Davidson, 2008; Locker, 2007; Yennurajalingam, 2004) Identifying obJective findings through a patient work up-including, for 
example, laboratory electrodiagnostic and imaging studies-remains critical; however, clinicians must operationalize the 
International Association for the Study of Pain (IASP) definition of pain, which does not requ ire actual tissue damage for pain to 
be experienced. (Merskey, 1994) Pain 1s an untestable hypothesis (Fishman, 2008); absent any objective data supporting the 
pain complaint, clinicians need to rely on patient function and quality of life as goals and benchmarks for success Listening to 
the patient is indispensable . By characterizing the quality of the pain, its radiation pattern, and temporal profile-when is the pain 
minimal, and when is it excruciating?-the patient may help the clinician translate the phenomenology of 1he pam complain1 into 
a pathophysiology that informs mechanism-based treatment (Davies, 2008; Maag, 2006; Baron, 2006; Woolf, 2004) 

"We need to listen to monitor what's going on with these patients over time, to evaluate the results of 
therapy, and to control as best we can adherence to the plan of care through a very well thought out 
monitoring program, and then over time tailor and adjust therapies according to what happens. Because I 

think if there's one thing we've learned, it is that we really do not have great predictors of either efficacy or 
safety, except in a very obvious group of high-risk patients." Perry G. Fine, MD 

In time-constrained clinical practice , reducing irreducibly complex chronic pain syndromes is manifestly challenging; thei r broad 
phenomenology must therefore be assessed methodically, through a semi-structured approach over time. (Breiveik, 2008: 
Guarino, 2007; Passik, 2005) There is an urgent need for educational programs addressing practical solutions for ongoing 
patient assessment, several of which are briefly discussed below. (CSNA; Learning Objective 2) 

- - ------ - - -------- - -- -------·------ - -·--
Assessment is a process that takes time, takes multiple encounters with the patient. And when I 
discuss with nurses the assessment of pain, I often say for all of us, we have to get the patient's 
pain story, and in our truncated world of a 15-minute patient visit, that's often a hard thing to 
achieve, trying to get the patient back with the appropriate frequency so we can detect the 
subtleties that need to be managed with these types of pain problems." 

Christine Miaskowski, PhD, RN 

First, pain must be correctly classified to drive appropriate treatment selection. (Baron, 2D08) Underlying etiologies of chron ic 
pain vary considerably . Cancer pain syndromes may involve soft tissue, bones, or joints, and could be related to a 
polyneuropathy, plexopathy, or another form of nerve injury. (Berger, 2006) S1m1tarly, noncancer pain syndromes may involve 
chronic ti ssue 1nJury, 1nllammatory disorders, or nerve injury. These disease classifications, although helpful, require additional 
insights into disease mechanisms . Gradually, clinicians are classifying less by disease than by inferred pathophys1ology. (Woolf , 
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2004} Simply, chronic pain syndromes may have a nociceptive (somatic or visceral} component marked by const~utive activation 
of an otherwise intact nervous system. Inflammatory bowel disease, interstitial cystitis, osteoarthritis, and discogenic back pain 
are classified as nociceptive. Pain with a predominantly neuropathic component is characterized by reorganization of normal 
neural circuits, and includes cancer-related neuropathy, complex regional pain syndrome (CRPS), post-laminectomy syndrome, 
HIV-related neuropathy, central post-stroke pain , post-herpetic neuralgia, diabetic neuropathy, and phantom limb pain, among 
others. (Argoff, 2006; McMahon & Koltzenburg, 2005) Matching treatment to disease is gradually being eclipsed by matching 
treatment to mechanism. (Woolf, 2008; de Leon-Casasola, 2008; Baron, 2008) Clinicians require concerted educational efforts to 
understand this paradigm shift. (CSNA; Leaming Objective 2) 

Second, temporal characteristics of chronic pain must be captured during each visit. Chronic pain is dynamic, ebbing and flowing 
as a function of movement, stress, and other idiosyncratic factors. (Davies, 2008; Bennett, 2005} The persistent, baseline 
component of pain, even when conlrolled, fluctuates; often, the pain breaks through an otherwise effective analgesic regimen. 
(Bennett, 2007) Breakthrough pain, the second temporal component of chronic pain, is an often overlooked clinical construct. 
(William, 2008; Swanwick, 2001) Recently discussed by an expert panel , breakthrough pain is a transitory pain more severe than 
the persistent baseline pain that adversely affects function or quality of life in patients who are receiving analgesic therapy on 
most days. (Expert Panel on Breakthrough Pain, 2006} The requirement for an adverse functional impact Is essential for the 
management of BTP, and mirrors the increasing focus on function in the Federa1ion of State Medical Boards (FSMB) model 
policy. (Fishman, 2008) Clinicians require expert guidance on how best to employ patient function as a standard by which to 
measure treatment success. (CSNA; Learning Objectives 2, 5) 

"An important question in pain management: Does an observed reduction in pain intensity 
translate into clinically relevant functional improvement? That is to say, because a patient says, 
"Yes, in fact I am experiencing an analgesic effect,• does that lead to demonstrable, mean;ngful 
accomplishment of certain goals that we may say, other than pain relief, are very important from a 
clinical or therapeutic standpoint?" Perry G. Fine, MD 

EpidemKJlogic studies have demonstrated that the majority of patients experience breakthrough pain; the prevalence in cancer 
patients is estimated at 64%, and that in noncancer pain patients is closer to 74%. (Portenoy 1990; Portenoy, 2006) Patients with 
breakthrough pain have decreased satisfaction vv1th their analgesic regimen, increased healthcare utilization and associated 
costs , increased hospital visits and hospitalization, increased mood disturbances, and impaired function . (Abernethy, 2008; 
Taylor, 2007; Fortner, 2003, Fortner, 2002) Independent assessment and treatment of this clinical entity is therefore crrtical to 
patient care. (Taylor, 2007) Clinicians face formidable challenges, however. Breakthrough pain 1s a highly variable clinical 
construct-its duration. frequency, severity, and predictability vary among and within patients. (Portenoy, 2006; Mercadante, 
2002; Portenoy, 1990; Portenoy, 1989) Continual assessment helps characterize these temporal features and distinguish 
breakthrough pain from uncontrolled baseline pain. Clinicians require educational programs that help clarify breakthrough pain as 
a measurable and treatable cl1n1cal construct. (CSNA; Learning Objectives 1, 4) 

Third, a careful consideration of the risk-benefit relationship of opioids in the context of other pharmacologic and 
nonpharmacologic treatment options is critical to individualized patient care. (Fine and Portenoy, 2007) Russell K. Portenoy, MD 
and colleagues have developed a conceptual framework within which clinicians can decide to initiate, maintain, or discontinue 
opioid-based therapy. Specifically, the "Portenoy principles" require identifying the conventional therapeutic approach for the pain 
syndrome; evaluating the risk-benefit ratios of all feasible treatment options; assessing the risk of opioid-related adverse 
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pharmacologic outcomes (eg, gastrointestinal distress, sedation, endocrine dysfunction): and stratifying the risk of r-onmedical 
opioid use. This approach helps structure opioid-based therapy consistent with risk, an increasingly critical driver of chronic pain 
management. (Portenoy, 2004) Clinicians can benefit from an educational program that helps them incorporate the principles 
suggested by Dr Portenoy into their clinical practice. (CSNA; Learning Objective 1, 4) 

"Conventional management may not be evidence based and may not be appropriate for the 
individual person. But we all exist in a network of relationships with other physicians, other health 
care providers, a regulatory network, a legal network, a managed care network. And you need to 
have that understanding of conventional practices, within the network, in order to make an 
infonned judgment. If you decide not to do what is conventional, from my perspective, that's totally 
okay. We do that every day as clinicians. We decide to do something that's not conventional. But, if 
it's not conventional, you need three things. You need a good reason. You need informed consent. 
And you need documentation." Russell K. Portenoy, MD 

Understanding the social milieu in which the patient lives and works, and obtaining the personal and/or family history of medical 
and psychiatric comorbidities, especially substance use disorders, creates a three-dimensional, biopsychosocial representation 
of the patient. (Wasan, 2007; Adams, 2006; Wool, 2005) Validated screening tools-including the Opioid Risk Tool and the 
Screener and Opioid Assessment for Patients With Pain-are available to help stratify the risk ot inappropriate op101d use. 
(Belgrade, 2006; Akbig, 2006; Webster, 2005) Such problematic opioid use includes failure to use the opioid as prescribed 
(misuse), the deliberate use of a drug for nonmedical reasons, in particular lor psychotropic effects (abuse), and the willful or 
accidental transfer of the medication to others (diversion). (Katz, 2008; Katz, 2007) Amid the escalating epidemic of prescription 
opioid abuse, clinicians need expert insights ,nto balancing the benefits of opioid med1cat1ons with the risk of abuse, misuse, and 
diversion. (CASA, 2008; CASA 2005; SAMHSA 2004) There is an unmet medical and educational need for thorough and careful 
assessment of biological, psychological, and social dimensions of patients with chronic pain. (Denisco, 2008; Martelli, 2004; 
Marcus, 2000) (CSNA; Learning Objective 2) 

Patients with chronic pain who are assessed as high risk may require a highly structured plan. (Gourlay, 2005) Pill counts, 
urine drug screening, weekly vis its for prescription refills, pharmacy monitoring plans and treatment agreements are all available 
options. Risk mitigation is an inherently imprecise methodology, as familiar as it is essential. Patients with diabetes, 
hypertension, or schizophrenia c:111 require careful stratification of nsk. The universal applicability of risk strat1f1cat1on to all 
disciplines of medicine underscores ,ts central importance and the need for ongoing education. (CSNA; Learning 
Objectives 2, 3) 

"In every sector of medicine, we always have to balance the risk or burdens of treatment against 
the benefits. The benefits in analgesic treatment are going to be pain relief, improved functionality, 
and decreased or at least more appropriate healthcare uti/Jzation. The risks include the side 
effects of the medication, diminution of quality of life as a result, and abuse behaviors, which can 
be problematic not only to the patient, but for our society." Neal E. Slatkin, MD 
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Multidisciplinary, collaborative pain management Is often required, particularly for complex chronic pain syndromes with 
demonstrable biopsychosocial elements. (Stanos, 2007; Wiedemer, 2007) Clinical data and experience support the use of 
opioids, often in combination with behavioral, psychosocial, rehabilitative , and interventional treatments, customirnd to the 
individual patient's pain complaint, risk status, and goals. (Pergolizzi, 2008; de Leon-Casasola, 2008; Soares, 2007; Jensen, 
2006) Further, patient care is often improved by combining opioids with nonopioid analgesics-a~. tricyclic antidepressants, 
sero1onin norepinephrme reuptake inhibitors, or nonsteroidal anti-mflamnatory drugs. (Gilron, 2008) By targeting therapies at 
distinct neuraxial sites that lransduce, transmit, modulate, and perceive pain signals, patients may receive opioid-sparing and 
addItIve analgesic effects . (Baron , 2008) 

The rationale for multidrug therapy has considerable face validity, although few randomized controlled stud ies have been 
performed to date. (Dworkin, 2007; Backonja, 2006; Kalso, 2005) As discussed, classifying pain as neuropathic or nociceptive 
sIgnif1cantly influences 1hese combination 1reatment approaches. (Horowitz, 2007; Argoff, 2006) Recen11y, G1lron and coworkers 
reported the benefits of a morphine sunate-gabapentm combination for neuropathIc pain. (G1lron , 2005) Many questions remain . 
Is there differential benefit to sequential or concurrent combination strategies? Should the maximal tolerated dose for 
monotherapy be achieved before combining a second agent? How should breakthrough pain be treated within this multidrug 
treatment paradigm? (Raja, 2005) These and other issues require educational fora to foster peer-to-peer learning and to capture 
the clin ical experience with opioid-based multimodal approaches for persistent and breakthrough pain management. (CSNA; 
Learning Objectives 4, 5) 

In his recently published text, Responsible Opioid Prescribing: A Physician's Guide, Scott Fishman, MD, describes the model 
policy o1 the Federation of State Medical Boards (FSMB) for sale, rational, and transparent prescribing of opioids. (Fishman, 
2008) Briefly, the FSMB reinforces the need for thorough assessment and ongoing evaluation of the patient on the formulation 
and continual refinement of a therapeutic plan. Further, FSMB policy highlights the central importance of tailoring opioid-based 
therapy commensurate with the degree of risk, and based on a transparent, beneficent, and vIgIlant relationship with the patient. 
The paradigm for an opioid trial has been extensively documented, though rarely evaluated in randomized controlled studies. 
(APS Annual Meeting, 2008) Presently, experts recommend that physicians initiate a tnal with predefined functional goals: to 
ach ieve control of the baseline pain and to assess and treat fluctuations that break through the multimodal analgesic regimen. 
(Dy , 2008; Pergolizzi, 2008; Davies, 2008: Portenoy, 2004) There is an i;rgent need for physicians to integrate this approach into 
their daily care of patients with ch ronic pain syndromes. (CSNA; Learning Objectives 1, 4, 5) 

"Clinicians should make sure that their records are generally complete, but the key is not to just 
document everything that's going on, but to be transparent about risk management, to recognize 
that every patient has risk, whether or not they are taking opioids, whether they are being treated 
for pain or treated for infections with antibiotics. There is risk in doing nothing, and there is risk in 
doing the treatment. Recognize the risk and have a plan for follow-up. If there is a problem, then 
there is a risk management plan." Scott M. Fishman, MD 

- --- ------ -----------· - ---- - -----
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Numerous guIdelInes and consensus statemen1s recommend 1he use of regularly scheduled opioid agonists for cancer-related 
persistent pain. (Pergolizzi, 2008; Moulin, 2007; Tresca!, 2006) In addition, "rescue" doses of short-acting and rapid-onset 
opioids are recommended for the intense fluctuations that often occur despite adequate control of baseline pain-namely, 
breakthrough pain. (Fishbain, 2008; Aronoff, 2005) For the past 20 years, evidence-based guidelines and empirical decision 
making in cancer pain management have become the basis by which to evaluate the roles and risks of opioid medications in 
chronic noncancer pain. (Ballantyne, 2007) Data continue to emerge demonstrating the utility of opioids for common noncancer 
pain syndromes. (Furlan, 2007; Eisenberg, 2005) Still, more rigorously controlled studies are needed; meanwhile, clinicians must 
balance evidence-based medicine with practice-based evidence when initiating and maintaining opioid-based therapies. (Davis, 
2004; Carr, 2004) 

Maintenance of the long-acting opioid (LAO)-based regimen requires continual monitoring and occasional baseline medication 
adjustments to achieve a measure of dose stability. (Portenoy, 2004) Robust trial data have demonstrated that pharmacologic 
outcomes-a favorable balance between analges ia and side effects-1mprove when, during this maintenance phase, 
breakthrough pain episodes are recognized, assessed, and treated. (Hagen, 2008; Portenoy, 2007; Simpson, 2007; Portenoy, 
2006: Zeppetella, 2006: Coluzzi, 2001 : Portenoy, 1999; Christie, 1998) Challenges persist, however, and educational programs 
are required to provide guidance for cl inicians to identify well-controlled baseline pain through continual assessment, allowing the 
independent and light therapeutic management of breakthrough pain . (CSNA; Learning Objectives 1, 2, 5) 

-- ·-- ·---------------------
"When clinicians see people who have inadequate pain relief back in their offices, and they're on a 
long-acting opioid, what it really boils down to during that visit is: Do you decide to raise the 
background opioid or do you add on another drug, and what drives your decision making at that 
critical point? And it will depend on how you view the pain phenomenology, the patient, and other 
factors. And I don1 think it's a straightforward question in a disease state in which the best 

therapies only reduce the background pain by 57 percent." Steven D. Passik, PhD 

Breakthrough pain is not a unitary phenomenon; rather, several subtypes have been evaluated clinically and shown to have 
telltale characteristics that aid assessment and treatment. (Webster, 2008: Caraceni, 2004; Gutgsell, 2003) First, incident 
breakthrough pain may be precipitated by volitional (eg, gardening) or nonvolitional (eg, spasm) activity. (Svendsen, 2005) 
Second, breakthrough pain attributed to end-of-dose failure emerges with a periodicity that coincides roughly with the 
pharmacok1netic troughs of the baseline medication, typically an LAO. (McCarberg, 2001 ) Baseline dose adjustments may 
reduce the frequency and seventy of these episodes, although the LAO may reach dose-limiting toxicities, causing some 
clinicians to switch opioid baseline medications or to prescribe a short-acting opioid to compensate for the drop In LAO serum 
levels. (Dy, 2008; De Leon-Casasola, 2008) Finally, 1diopath1c breakthrough pain is associated with paroxysmal spikes that may 
reach peak intensity in as little as 3-5 minutes. (Portenoy, 2006: Simon, 2006; Bennett, 2005: Portenoy, 1990) 

Clinical studies on the differential phenomenology of breakthrough pain subtypes have been limited. The threshold frequency for 
breakthrough pain episodes that warrants baseline medication adjustments has not been well established. (Svendsen, 2005) 
Absent clear experimental evidence, clinicians need guidance on the differential diagnosis of breakthrough pain, and the 
respective roles of long-acting, short-acting, and rapid-onset opioids. (Davies, 2008: Hagen, 2008: Portenoy, 2008) Case-based 
workshops, reviews of the evidence , and other expert insights into breakthrough pain management are urgently needed. (CSNA; 
Learning Objectives 1, 5) 
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- - ------ ------ ------------ ----- - -- - -------

"Can we add some questions to the concept of a comprehensive assessment that speak more to 
clinical meaningfulness of breakthrough pain and treatment selection? So, for instance, the time to 
onset, time to severe, or time to clinically meaningful effect. And activities you avoid in an attempt 
to prevent episodes may help define a scope of fluctuations that should be called breakthrough 
pain that aren't now described as such?" Russell K. Portenoy, MD 

Pain management perspectives continue to evolve. In particular, several concerns are often noted: lack of data supporting long­
term opioid therapy; the occurrence of addictive disease in a subset of patients; inexact risk mitigation methodologies; and the 
potential for hyperalgesia and for endocrine and immune dysfunction with long-term opI0Id exposure. (Korff, 2008; Ballantyne, 
2007) For some patients, opioids are associated with side effects (eg, constipation, pruritis, and sedation), poor tolerability, and 
serious adverse events such as respiratory depression and, as discussed, misuse, abuse, and diversion. (Harris, 2D07) In 
addition, clinicians need to clarify the nomenclature and clinical constructs of physical dependence, tolerance, pseudotolerance, 
add1ct1on, and pseudoadd1ctIon. (Jage, 2005; Savage, 2003) (CSNA; Learning Objective 6) These and other safety concerns­
identifying opioid-tolerant patients, for instance-rightly rank as paramount among clinicians , and demand continual and 
comprehensive evaluation of patient compliance and therapeutic response, informed by predefined functional goals. 
(Rosenblum, 2008) Educatonal programs should raise awareness of these issues and provide practical guidance to minimize 
their impact on patient care. (CSNA; Learning Objectives 2, 4) 

. - · - ----- --- ---•--- ---- --- -- -------- --- . ··--· ---------

"For some patients, the therapeutic window is the size of the Texas plains and you can give them 
medicines without much wor,y. But there are individuals who are extremely sensitive to medicines 
and instead of being the size of the Texas plains, the window is the size of a New York City street 
during rush hour: tight, small, and difficult to manage. When you're t,ying to treat these patients, 
you need very precise control of the medications." Michael J. Brennan, MD 

Clearly, patient selection is the linchpin of effective opioid-based therapy. (Portenoy, 2008; Antoin, 2004) Individuals vary across 
multiple dimensions: in their response to nonpharmacologic and pharmacologic treatment options; in their pain phenomenology; 
in their attective behavior during therapy; and in their propensity for irresponsible medication use. Despite current and emerging 
data, no one opioid molecule-<Jxycodone, fentanyl, or morphine, for instance-has an a priori advantage over another. And data 
delineating the respective roles of long-acting, short-acting, and rapid-onset opio1ds in managing the persistent and breakthrough 
components of chronic pain are only beginning to emerge. (Simon, 2005) Clinicians thus need expert input on how best to 
structure opioid-based therapy In the context of a well orchestrated N-of-1 trial. 

Multidimensional assessment governs multimodal therapeutic decision making, but the gap between evidence-based medicine 
and the practical, day-to-day management of patients with persistent and breakthrough pain is considerable and, for some, even 
prohibitive. Rational, transparent prescribing of opIoids among appropriately selected patients thus presents formidable 
challenges that can only be met by rigorous educational efforts. (CSNA; Leaming Objectives 3, 4) 
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IV. Faculty and Programs 

Potential Fncu ltv 

Under the direction of David Kaufman, MD, Professor of Neurology and Psychiatry at Albert Einstein College of Medicine, and 
the Albert Einstein College of Medicine, qualified faculty will be selected and may include the following : 

Michael J. Brennan, MO 
Chief of Rehabilitation Medicine 
Bridgeport Hospital 
Bridgeport, Connecticut 

David A. Fishbain, MD 
Professor of Psychiatry, AdJunct Professor of 
Anesthesiology and Neurological Surgery 

Leonard M. Miller School of Medicine 
University of Miami 
Miami, Flonda 

Scott M. Fishman, MD 
Professor of Anesthesiology 
Chief, Division of Pain Medicine 
University of California, Davis 
Sacramento, California 

Gordon Irving, MD 
Medical Director, Swedish Pain Center 
747 Bro~dway 
Seattle, Washington Seattle, WA 98122 

BIii McCarberg, MD 
Founder, Chronic Pain Management Program 
Kaiser Permanente 
Escondido, California 

Sebastiano Mercadante, MD 
La Maddalena Cancer Center 
University of Palermo 
Pain Relief & pallialtve care 
Via S. Lorenzo Coll, 312 
90146 Palermo, IT ALY. 

Christine Miaskowski, RN, PhD, FAAN 
Professor and Chair 
Department of Physiological Nursing 
UCSF School of Nursing, 
San Francisco, California 
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Judith A, Paice, RN, PhD 
Research Professor 
Northwestern University Feinberg School of Medicine 
Chicago, Illinois 

Steven D. Passik, PhD 
Clin ical Psychologist 
Memorial Sloan-Kettering Cancer Center 
New York, New York 

John Peppin, DO, FACP 
Director 
Iowa Pain Management Clinic 
Des Moines, Iowa 

Russell K. Portenoy, MD 
Chairman 
Department of Pain Medicine and Pal liative Care 
Beth Israel Medical Center 
New York, New York 

Neil E. Slatkin, MD, DABPM 
Director 
Department of Supportive Care, Pain & Palliative Medicine 
City of Hope Medical Center 
Duarte, California 

Lynn R. Webster, MD, FACPM, FASAM 
Medical Director 
Chief Executive Officer 
Lifetree Clinical Research and Pain Clime 
Sah Lake City, Utah 

Giovambattista Zeppetelle, MD 
St Clare Hospice 
Hastingwood Road 
Hastingwood, Essex CM1 7 9JX, UK 
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Educ:l tiona! Programs and Materia:s 

Eins1ein and Asante recommend developing a comprehensive, accredited, and integrated CME initiative comprisin£ each of the 
proposed tactics. Further, we recommend folding the educational programs and materials under a unifying and meaningful 
acronym, linking them conceptually, and assuring clinicians of 1heir quality, accuracy, and clinical relevance. 

Cases and 
Live Commentary 

(Mar, Apr, Jun) .. 
Print/ Enduring Monograph 

(Sept) 

Online 

t 
Online 
(Sept) 

Chronic Pain Management 
Preceptorship Program 
(January-December 2009) 

Teleconferences 
(Apr) 

! 
Monograph 

(Jun) 
i 

Online 
(Jun) 

Full Day 
Regional 

(Mar) 

j 
Satellite 
Webcast 

(May) 

Pain/Risk 
Management 
Compendium 

(May) 

International 
Experts Forum 

(Feb) 

t 
Position Paper 

(JuryJuij 

0J1ne 
(Jun) 

-------------!,. ···--out~;;;---··1,..., ------- --~.) 

[_ i~~nuary-December)_.i 

Chronic Pain Management Preceptorships 

In this pilot program, approximately two-hundred ( ~n=200) US-based pain management clinicians wi ll part1c1pate 1n a 
preceptorsh1p focushg on opioid-based care of patients with chronic pain. The program will provide a forum for each clinician to 
interact with national thought leaders via monthly WebPanel series. The interactions will be structured around previously 
1dent1fied areas of educational need and in1eres1, as determined by CSNA and as described in the learning objec1ives. An initial 
30-minute teleconference call with the community-based pain clinicians and national thought leader will launch the pilo1 program, 
followed by 15-30 minute quarterly WebPanel calls and, pctentially, a meeting at a major medical congress, hall-day or full-day 
regional meeting. Participants will be required to participate in at least three distinct activities; and would be encouraged to 
participate in a live regional meeting , to be held near to a Pain Center of Excellence identified by 1he American Pain Society (see 
below). Upon completion of this program, participants will receive up to 4 hours of CME credit and a complimentary copy of 
Rational Opioid Prescribing, A Physician's Guide, by Scott Fishman, MD, and/or a copy of Diagnosis and Treatment of 
Breakthrough Pain, by Perry Fine, MD. Togethe r, the books effectively summarize the essential elements in developing opioid­
based regimens for patients with chronic pain syndromes. 

Participants will be encouraged to share their newly acquired knowledge with their col leagues, potentially through a variety of 
outlets, including, but not limited to, in-services, lectures, and 1nstrtutional publications. Upon comple1ion of the educational 
series, and demonstration ol improved and durable improvements in awareness, knowledge and pertormance (see Outcomes 
Measurement), select clinicians may be invited to participate as adJunct faculty tor 2010 educational programs held in their 
respective regions. Working with na1ional thought leaders, each adiunct faculty member will contribute to educational offerings­
some in their local communities-on the assessment, differential diagnosis, and 1nd1v1dualization of care for patients with 
persistent and breakthrough pain, potentially creating regional centers of excellence in pain management. 
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"This proposed preceptorship is superb! This is exactly what many of us have been discussing as a 

significant need-both for pain and for palliative care. The link to the centers of excellence is 

great-these are wonderful clinical centers. Some are more academic (NYU, Brigham) and others 

are more of a private practice model. This would allow partic;pants a wider array of experiences. 

The outcomes described are perfect." Judith A. Paice, PhD, RN 

Persistent and Breakthrough Pain Management in Cancer Survivors: Mechanism-Based Treatment 
for a Growing Patient Population (A Full-Day Regional Meeting) 

Chronic pain in cancer survivors is an important yet under-studied problem. The prevalence of patients in long-term remission 
from a variety of cancer syndromes continues to grow, as does the need for guidance on how best to manage their complex pain 
states, particularly those with other medical and psychiatric comorbiditIes. Chronic pain and other long-term sequelae related to 
the disease and to medical, surgical, and radiation treatments significantly impair patient function and healthcare utilization, 
increasing the burden of illness on patients, their families, and society. This full-day workshop will consist of a morning lecture 
and panel session with veteran clinicians either currently or formerly associated with Memorial Sloan-Kettering Cancer Center 
(MSKCC). Their tenure at this premier facility will serve as a backdrop against which cancer survivorship and advances In the 
care of patients with cancer-related pain will be evaluated. In the afternoon session, participants will engage in a Cases and 
Commentary roundtable discussion. 

Participants will receive a complimentary copy of Rational Opioid Prescribing, A Physician's Gwde, by Scot1 Fishman, MD, and a 
copy of Diagnosis and Treatment of Breakthrough Pain, by Perry Fine, MD. The ac1ivity will be eligible for up to 8 hours of CME 
credit to physicians. Anticipated attendance is 75-100 physicians. 

Satelllte Web-Broadcast 

Presently, the proiection for attendance is 75-100 participants per full-day workshop, drawn primarily from the local and regional 
communities. To ensure access to other interested clinicians from across the country, a Web cast posted on Medscape or similar 
pain-related website (eg, www.pain.edu) is proposed. Distance learning is now turnkey, and each participant will be able to 
access the slide deck, related materials online, and highlights from the meeting. The activity will be eligible for up to 3 hours of 
CME credit to physicians. Anticipated reach is estimated to be over 20,000 physicians for the onlIne activity. 

Cases & Commentary™ Workshop 

The Cases & Commentaryn,, Workshop format is based, in part, on a small group case-based learning (SGCBL) model, 
allowing attendees to discuss therapeutic decision making across several case studies. Participants will benefit from the peer-to­
peer design of the roundtable discussions, empowering them to listen, to probe, and to proffer solutions with their peers. The 
workshop provides a forum for exchange of insights into current diagnostic and therapeutic strategies. For those participants 
whose approach lo decision making 1s aligned with that of their peers and thought leaders, the workshop will validate their own 
practice. Most participants will acquire knowledge across multiple facets of complicated disease states and patient care. 

Eligible for 4 hours of CME credit each, the workshop will include no more than 50-75 participants (total n=-225), who will 
engage in small group discussions to evaluate best practices in persistent and breakthrough pain management. Each study 
group may include neurologists, physiatrists, anesthesiologists, and psychologists, and will be facilitated by a key thought leader 
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in pain medicine. In evaluations of previous workshops, most attendees rated the overall activity as "excellent,' providing 
favorable comments regarding both the faculty and learning environment. 

The meetings will be presented at regional locations across the country, selected from the 2007 American Pain Society Centers 
of Excellence. Suggested venues therefore may include the following: 

• NYU Medical Center/ Hospital for Joint Diseases, Bellevue Hospital Center, Comprehensive Pain Management Center, New 
York 

• The Rosomoff Comprehensive Pain Center, Miami 

• Brigham and Women's Hospital, Pain Management Center, Department of Anesthesiology, Perioperative and Pain Medicine, 
Boston 

• UCSF Pain Management Center and UCSF PainCARE, Center for Advanced Research and Education, San Francisco 

• Cinc1nnat1 Children's Hospital Medical Center, Division of Pain Management 

Cases & Commentary Monograph 

The case-based discussions will be audiotaped and provide substantial commentary ideally suited for a 4,500 word print 
monograph. The monograph will be posted on a pain-relevant website (eg www.medscape.com; www.pam.edu), distributed to 
pain specialists through Pain Medicine News, a leading trade journal with a wide readership, and/or th rough PainClinic1an™, our 
proprietary database and quarterly distribution vehicle. Written in a narrative style, the case-based monograph will convey best 
practices in the initial patient presentation, assessment, diagnosis, and formulation and ongoing refinement of therapeutic plans 
for chronic pain. Successful completion of a 10-question multiple-choice self-assessment examination based on the content 
presented is necessary to receive a certificate of completion. Participants must score 70% or higher and are allowed 2 attempts 
to successfully complete the exam, Upon successful completion of the monograph, physicians may use the CME credit earned 
toward their licensure and/or certification requirements . The activity will be eligible for 1 hour of credit to physicians for 1 year 
from the issuance date. Anticipated reach is estimated to be over 45,000 physicians for the print monograph in addition to 5,000-
10,000 online recipients. 

International Expert Forum and Position Paper on Persistent and Breakthrough Pain Management 

Davies and coworkers recently published a task force series of recommendations on the management of breakthrough pain. 
(Davies, 2008) Interestingly, the experts stopped short of making specific treatment recommendations, and instead provided a 
conceptual framework to guide decision making. Citing the lack of evidence, the experts emphasized a carefully balanced and 
ongoing assessment and multimodal strategy for the management of breakthrough pain . 

In this proposed expert forum, three prominent US based pain clinicians will explore the findings and implications of the Davies 
report with and two European leaders (eg Giovambattista Zeppetella, MD, Sebastiano Mercadante, MD). The program will 
consist of several teleconference calls and/or videoconferences, potentially culminating in a meeting at a medical congress. 
Salient recommendations would provide the substrate for a 6,500-word position paper on persistent and breakthrough pain 
management, to be posted on a pain-relevant webs ite, and distributed through PainCl inicianrM, our proprietary database and 
quarterly distribution veh icle . Based on the response from pa in clinicians who participated in an international forum on persistent 
and breakthrough pain management recently held in Glasgow, Scotland, this expert panel may receive acknowledgement from 
the International Assoc1atIon for the Study of Pain (IASP). The activity will be eligible for 1 + hour(s) of credit to physicians for 1 
year from the issuance date. Anticipated reach is estimated to be over 35,000 physicians for the print portion in addition to over 
t 5,000·20,000 online recipients . 
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Teleconference Series 

A CME audio teleconference brings together the live educational format preferred by many healthcare professionals with the 
convenience of participating in the activity at home or in the office. Available to a national audience, this format provides 
clinicians with an opportunity to participate in a lecture led by a thought leader as well as to interact with peers across the 
country. 

This activity will be presented eight (8) times by nationally recognized thought leaders in pain management. Anticipated 
participation in each broadcast will be 25-50 participants (total n=~200-400), they will be approximately 45 minutes in length. with 
a 10-minute question-and-answer session completing the program. A teleconference syllabus will be mailed to the participants 
48 hours prior to the presentation. Participants will phone in to a reserved line to listen to the lecturer elaborate on the slide 
content. The activity will be eligible for 1 hour of CME credit to participants. 

Teleconference Series Monograph 

The leleconferences will be audiotaped and provide commentary ideally suited for a 4,500 word print monograph. The 
monograph will be posted on a pain-relevant website, distributed to pain specialists through Pain Medicine News, a leading trade 
journal with a wide readership, and direct-mailed to pain practitioners enrolled in PainCliniciann..1, our proprietary database. 
Written in a narrative style, the case-based monograph will convey best practices in persistent and breakthrough pain 
management Successful completion of a 10-question multiple-choice self-assessment examination based on the content 
presented is necessary to receive a certificate of completion. Participants must score 70% or higher and are allowed 2 attempts 
to successfully complete the exam. Upon successful completion of the monograph, physicians may use the CME credi1 earned 
toward their licensure and/or certification requirements. The activity will be eligible for 1 hour of credit to physicians for 1 year 
from the issuance date. Anticipated reach is estimated to be over 45,000 physicians for the print monograph in addition to over 
5,000-10,000 onhne recipients. 

Albert Einstein's Persistent and Breakthrough Pain Reference Compendium 

Reference manuals provide healthcare professionals with an authoritative educational tool in a condensed format that is easily 
transported from one clinical setting lo another This reference compendium will provide pain clinicians with practical information 
in a condensed format for quick reference. Pain and risk screening tools, equIanalges1c dosing and other relevant information will 
be included. This text will include frequently asked questions and answers culled from various fora, including teleconferences 
and regional meetings. Posed by community pain clinicians, nurses, and psychologists, the questions address the fundamental 
issues in the management of chronic pam syndromes, from cancer-related pain to osteoarthritis. The responses will be drafted 
by leading experts in the field; a guest editor for this annual senes will provide a preface and additional commentary throughout 
the text Exhaustively referenced, this print activity will be available online and eligible for 1-2 hours of continuing education credit 
to participants. A 1 O-questIon multiple-chotee sett-assessment examination based on the content presented will be included. 
Successful completion of the posttesl is necessary to receive certificate of complet1on/statement of credit. Anticipated reach is 
estimated to be over 45,000 physicians for the print monograph in addition to 5,000-10,000 online recipients. 
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Additional Tactics for Future Consideration 

In this print and online series, expert thought leaders will elaborate on the seminal studies supporting the management of 

persistent and breakthrough pain, conducted over the past twenty years, since Ors Portenoy and Hagen published their seminal 

work in 1990. Abstracts of select studies will be included, and will help frame the discussion on salient issues in chronic pain 

management. Randomized controlled studies include patient populations with rigorously defined inclusion and exclusion criteria, 

often precluding generalizable and practical recommendations. Here, clinicians will discuss several landmarl< study findings, their 

limitations and implications for current approaches to assessment and individualization of patient care. Particular emphasis will 

be placed on the soon-to-be published guidelines from the American Pain Society, providing pain clinicians with guidance on 

how to interpret and implement their recommendations, bridging the gap between what we know and what we don't know with 

practice based clinical experience and evidence. 

Web-Based Decision Tree (Program Name and URL Will Be Provided Upon Request). 

This activity purports to integrate the expert clinical experience with the Level 1 Evidence of randomized controlled studies. Two 

objectives are served. First, clinicians acquire a more in-depth understanding of the evidence-based recommendations in various 

guidelines. (Of note, the American Pain Society will be publishing its guidelines in the near term.) This knowledge will help 

clinicians find a more practical expression of guidelines that too often cannot be implemented. Second, clinicians will refine their 

clinical Judgment by engaging 1n structured decision making-the art of medicine-that drives patient care, particularly when 

specific evidence is lacking. In this Web-based activity, clinicians will be presented with case studies representative of the myriad 

issues in managing patients with persistent and breakthrough pain. Case studies may address chronic pain associated with 

tumor progression, radiation or chemotherapy-related pain in cancer survivors, diabetic peripheral neuropathy, and chronic low 
back pain. 

Upon reviewing salient data-including, for instance, patient history, comorbidities, prior treatment history, pathophysiology, 

imaging studies, and laboratory findings-the clinicians will develop in step-by-step fashion a course of action . At each step, from 

assessment and diagnosis; to the initial and revised treatment, the clinician may choose among several options, each informed 

by well-designed studies and each having risks and benefits. These data will, of course, only be available to the clinicians upon 

making their selections. With on~ one "click," clinicians will gain access to a brief abstract summarizing the available evidence 

and a video of a thought leader roundtable discussion framing the available evidence. Links to seminal scientific and/or 

randomized controlled studies will be readily accessible and adJacent to each video presentation. When available, evidence­

based outcomes-eg, pain reduction and functbnal improvement--<)! each treatment selection will be discussed. This self­

directed case-based learning provides a familiar educational format for healthcare professionals based on adult learning 

principles, and consistently rates as a highly effective means by which to educate clinicians. 

Case-In-Point and Accompanying Monograph 

This roundtable discussion will feature several pain specialists, two from prominent academic centers and another from private 

practice. Faculty will present several complicated case studies, elaborating on the evidence for various treatment modalities. 

Twenty-five community-based clinicians-neurologists, psychologists, physician assistants, and nurses-will be invited to listen 

and to 101n in the discussion at appropriate times. This "chronic pain-in-the round" program will be video captured to form the 

basis for podcasts posted on a pain management Web site (eg, www.pain.edu) that includes practical, evidence-based 
resources tor pain specialists 
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The recorded sessions are edited professionally and reduced to 10-minute video vignettes, concise and uninterrupted 
discussions that capture the thought leaders' expert insights mto the management of persistent and breakthrough pam. Print 
editorials written by community pain clinicians will accompany the video vignettes, reinforcing the major themes and providing an 
opportunity for academic thought leaders to partner with local clinicians, each managing patients with chronic pain. This 
innovative Web-based format allows clinicians to participate immediately in each activity at a self-directed pace from their 
computers-accommodat1ng even the busiest of schedules. 

A monograph will be developed to provide additional context for the video case studies. A 10-question multiple-choice seK­
assessment examination will also be included, reflecting the content discussed in each video vignette and accompanying print 
editorials . Successful completion of the posttest 1s necessary to receive a certificate of completion, or a statement of cred it. 
Participants must score 70% or higher and are allowed 2 attempts to successfully complete the exam. Upon successful 
completion of the examination, healthcare professionals may use the CME credit earned toward their licensure and/or 
certification requirements . Each vignette-prime examples of which may be e-mail blasted to the targel audience o1 pain 
specialists-will be eligible for 1 hour of credit for 1 year from the issuance date. 

Literature Surveillance 

Quarterly reports summarizing in an easy-to-read style results from a formal lrterature surveillance will be shared wrth select 
faculty and preceptorship clinicians. Designed to identify new developments in the management of chronic pain, the reports will 
monitor clinical trial data, guideline updates, FDA approvals and warnings, and emerging issues in pain medicine. 
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V. Program Recruitment, Awareness, and Distribution 

Program Recruitment, Awareness, and Distribution 

All live, print, and online programs will have specific recruitment, awareness, and distribution methods contained to ensure that 
the programs have the best opportunity for educational uptake and acceptance. These recruitment methods have been validated 
for past programs and have proven cost effective while maximizing reach and distribution to targeted audiences. These methods 
include live, print, and online components as detailed below. 

PainC/inician"' 

PainClinician rM is a compendium ol advances in the management of chronic pain, distributed quarterly to pain specialists and 
other healthcare professionals interested in chronic pain management. Our proprietary database of the same name will ensure 
distribution to the primary audience of pain practitioners. Distribution methods include direct mail, distribution at AAPM, APS, and 
other selected pain management meetings throughout the year. Total quarterly distribution is estimated to be over 25,000. In 
addition to outlining the accredited package contents, each quarter and through an introductory letter, a leading pain 
management clinician will highlight the most recent and important dialogues and discussions involving pain medicine. 

Pain Medicine News 

The enduring actIvIty will be a stand alone monograph of 12 journal sized pages distributed with an early 2009 issue of Pain 
Medicme News to its full circulation of approximately 46,500 clin icians . Pain Medicine News is a bimonthly publication circulating 
to physicians in the 12 specialties that most commonly treat patients with pain· emergency medicine physicians: neurologists; 
oncologists: orthopedic surgeons; pain management, pain medicine, and palliative pain medicine specialists; physical medicine 
and rehabilitation specialists; primary care physicians; and rheumatologists. 

Additional copies of the monograph will be distributed from the Pain Medicine News exhibit booth at national conferences. Pain 
Medicine News has a presence at 7 conferences throughout the year at which the monograph may be distributed at: 

• American Academy of Pain Medicine 

• American Academy of Pain Management 

• American Conference on Pain Medicine 

• American Pain Society 

• American Society of Regional Anesthesia and Pain Medicine Spring Meeting 

• American Society of Reg10nal Anesthesia and Pain Medicine Fall Meeting 

• North American Neuromodulalion Society 

Live and Online Components 

Live recruitment, awareness, and dIstr1butions campaigns will include attendance at various medical congresses and other 
relevan1 satellite pain meetings throughout the year. At these meetings, in addition to recruitment, awareness and distribution of 
ongoing programs to attendees, enrollment into the Pain Clinician r .. database and program will occur. A thorough online 
campaign including, but not limited to, MedScape, www.pain.edu, Sermo and other pain-related services, to generate interest in 
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existing and future educational programs will also ensure maximizing the uptake, awareness, acceptance, and ultimately, 
participation in the ongoing series of educational programs. 
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Please see attached 
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Educational Grant Review Committee 
Cephalon 

Dear Sir and/or Madam· 

On behalf of the Albert Einstein College of Medicine & Montefiore Medical Center, Center of 

Con t1nu1ng Medical Education (CCME) and our Educational Collaborator and Joint Sponsor , 

Asante Communications LLC , I am requesting an educational grant from Cephalon In the 

amount of $1 462 ,375.00 to be used to r1elp support several CME accredited act1v1t1es These 

act1vit1es will focus on the topic of chronic pain management with the goal of providing cl1rnc1ans 

with a learning forum to develop practical methods to appropriately assess and manage pain 

CCME , with assistance from its educational collaborator, Asante Communicat ions LLC , an 

organization with professional staff that have exiens1ve experience in developing and 

implementing activities such as those being proposed, is planning to develop a series of CME 
act1vit1es to address issues of pain management and to provide physicians with the necessary 

best-practice skills to be able to better diagnose and treat issues In pain management. The 

actIv1ties will include 
• three (3) cases and commentary live meetings 
• one ( 1) monograph to be developed from materials presented at the cases and 

commentary meetings 
• one ( 1) on- line monograph (same as above) 
• eight (8) live teleconferences available for part1c1patIon at separate times 

• one ( 1) monograph to be developed from the materials presented during the 
teleconferences 

• one (1) on-line monograph (same as above) 
• one ( 1) live regional meeting 

one ( 1) satellite webcast which will include highlights from the live regional meeting 

one (1) non-CME internationa l forum of experts, which will be used to develop a CME 
ac;t1v1ty 

• one ( 1) CME position paper developed from the above international forum of experts 

• one (1) on-l ine position paper (same as above) 
• one ( 1) pain/risk management compendium to assist physicians in their cl1rncal settings 

• one ( 1) on-line pain/risk management compendium (same as above) 

Each of these activities will include outcomes surveys to measure the practice performance 
changes of the part1c1pants of each activity. A further outcomes study/preceptorsh1p, utilizing a 
control group to measure and compare the effectiveness of continued educational 1ntervent1ons 
between the control group's prac11ce performance and the group receIv1ng add1t1onal 
educational interventions will be conducted and will include part1cIpants from the cases and 
commentary , teleconferences and regional meeting Pa rt1 c1pants in this outcome study will be 

given an opportuni ty to opt in . 
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As an add1t1onal option we are offering to develop and execute a final outcome study, which will 

poll from a select group of partIcIpants from the above outcome study. The physicians would 

agree to Join a final IRB approved study, which wi ll assess patient satisfaction This study will 

be developed and overseen by an approved IRB entity and will seek input from patients that 

agree to be part of the study 

The working title of this comprehensive 1nit1at1ve Is, Persistent and Breakthrough Pain. A 

Multidimensional Assessment and Mutt,modal Opioid-Based Treatment Strategies Initiative. 

Faculty for this 1nit1at1ve w ill be chosen to develop unique learning opportunities, which will 

enable pain management specialists, which will include. neurologists, rheumatologists, 

phys1atr ists, primary care phys1c1ans. internal medicine phys1c1ans , anesthes1olog1sts and 

oncologists to increase their competence and ab1lit1es to treat and appropriately manage pain 

and learn important methods to incorporate risk management strateg ies into pain management 

plans 

We will be using the requested grant for all the expenses related to the organIzat1on , capture 

and development of materials and for the accred itation and assessments of these CME 

act1v1ties 

The purpose of this letter Is to provide you with information on how CCME 1s planning to 

organize all the logistics related to the production and accred1tat1on of these act1v1ties 

The Albert Einstein College of Medicine and Montefiore Medical Center. Center for Continuing 

Medical Education and its Educational Collaborator and Joint sponsor, Asante Communicat1ons 

LLC or our agents, will take full responsibi !1ty for both the medical content and logIst1cal aspects 

of the following . 

• Select faculty and topics 
• Provide a faculty reviewer to make sure that all materials are free of bias and of 

professional scientific ment 
• Develop a marketing plan to reach an audience of appropriate participants 

• Provide sponsorship of the activities and maintain all books and records 

• File and prepare all appropriate documentation to allow the activities to be 

certified by Albert Einstein College of Medicine for AMA PRA credit 

• Administrate all financial accounting and bookkeeping 

• Prepare, distribute and summarize course evaluations 

• Develop , distribute and summarize outcomes surveys 

• Maintain records of participants, grade quizzes and provide certificates to requesters 

• Review and oversee the development of materials to ensure that the enduring 

materia l act1v1ties are in cornpl1ance with the AMA and ACCME Guidelines 

Each of the activ1t1es will be reviewed by one of our renowned faculty , who 1s a specialist in the 

field of pa in management They will also be responsible for work ing with Asante 

Communicat,ons LLC to 1dent1fy needs , learner gaps , obJectives , appropriate faculty and 

determine topics . 

Our tax ID number is '13 1740114 (Montef1ore Medical Center) 

.... 1·, ,1(;,, 111 , ,: 1/ 1 : 1, 111 ,1 1: , 

TEVA_MD L_A_ 00850029 



P-28694 _ 00070

Confidential 

Page -3 -

The provider requires ;t1at 

• All significant relat ionships (e g consulting , grant recipient. etc) between Cephalon and 

fa cutiy membe's, or any ind 1v1dua l ,n a posItIon to infl uence content mus' be disclosed to 

tl,e pan:c1pants of its CM E: act Iv it1es 

• All cornmerc1al interest support oe disclosed to participants prior to mo,r partic,pat1on in 

,ts CME act1v1tIes 

• All COis of faculty. or anyone ,n a pos1t1on to in fluence content will be resolved through 
mecharnsms of resolution developed by Einstein for all ,ts CME act1vitIes 

Einstein requires that its LOA w1tt1 Cephalon be signed by Victor B Hatcr1er , PhD, Associate 

Dean of CME at A!bert Einstein College of Med1c;ne and Director of CME at Montefiore Medical 

Center . or Stev0n Jay F-eld , As.'3 oc1ate Dire,;tcr of CME at Alben [,11st~1•1 College of Medicine & 
~.,1c · ~f ~a ~r•_""l rv1e 1j ,, 3f c;erter 

Mortef;ore Medical Centl::;,r Is the Urnvers1 ty Hospitc:i! 1or tl1e Albert E 1nst,Y- Coiiege ot Medicine 

3mi all i\lDert Einstein Co!lege of Mc"d1cine. CME f1na:1ces are handled by Montefiore Med ical 

Center 

Check payr>wni" st1c,u I(J oe ~eirntted to 
CCME 
3301 Ba inbri,ja~ Avem,e 
Brorix . NY 10467 
Attn Steven Feld 

Any unused funds tt~at were received from Cept1alon in support of these act1v1t1es will be 

retuned to Ceph.::ilon upon comple\1c,n of reco11c l1:1lton 

tf you need any further ,nforr:iat:on or riave any questions 1ha1 relate lo l h1s grant. request . 

please• conbct me nt 718 9:lD-667 •+ ex\ 23 2 

n r, bcnalf of Albert t 1nst1:•1 r1 Cotie,:i.,c• •:, f r.-1, .. d·:::r:,, & Montef1ore Med1ca: Center I would lIke to 

!f°,c·\:") k C,?ph ~°J l~n f:.,1 cc-rs!d,2r:i:1: ,1 :-, c· I t!.,~ · 1- -~ t.: t_;S-~ 

Steven Jay Feld 

cc 1-'\s3nte Cornmun1c8t1o ns LLC 
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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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INDE1 c··• f" -r \ (__r:, f J-~ 
ThisAgr / ,0 

bet.wee_n Cepha l,(\/\C"\~~()k--\:- , . 
Frazer, PA 193!: , 1 1 1'-.l \-C. . 
Bainbridge Aven · f\ 1-\r-PQ fAJ\-Q/\ t 

~NT AGREEMENT 

41 Moore, Road 

PO Box 4011 

Frazer, PA 19355 

Phone 61 J-344-0200 

Fax 61D-344-0065 

)ecember, 2008, by and 
I, Post Office Box 4011, 
") located at CCME, 3301 
:ations, LLC ("Educational 
'Y 10022. Partner'') locatea C' \ i\Q Cl , f--\\..1_ \ ~ / ., 

, ,\Jt . , 1 ~\E v\,-1 . 
WHEREAS, Cep ,, QV\. 0 "---\..' / _ r':Y) J) t 

education progra1 _ 
1 

f l,~'\.. \ f---l\~\i 
A\)e ~J\¼"-- , 

wHEREA: (ctoC Cav'"V'v\..V.,) 
address educatior 

WHEREA ... c • ·1,1 A1 ~ - , ____.. ____ .,., er ,:sure t 
independent, obji ... .,.,.c, oa1anced, scientifically rigorous, -·- p.;;d~onable 
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: 

1. Title of Program. The Educational Program is entitled "Persistent and BTP: 
Multidimensional Assessment and Multimodal Opioid-Based Treatment 
Strategies," and a copy of the grant request for the Program is attached hereto 
as Exhibit A 

2. Type of Program. The Program is: 

[Ziaccredited (e.g., continuing medical education or "CME"); or 
Dan independent program where CE credits will not be offered. 

3. Educational Partner. The Provider IZ!shall D shall not use a third party that will 
provide assistance in support of the Program ("Educational Partner"). 

4. The name of the Educational Partner is Asante Communications, LLC. 

5. Educational Components. The expected components of the Program (e.g., 
number of live meetings, CD ROM, web-based, etc.) are as follows: 

(a) Thirteen Live National Meetings; 
(b) Two Additional Live Meetings; 
(c) Five Web Tactics; 
(d) One Print Piece; 
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INDEPENDENT EDUCATIONAL PROGRAM GRANT AGREEMENT 

Frazer, PA 19355 

Phone 610-344-0200 

Fax 510-344-0065 

This Agreement is entered into as of this 16th day of December, 2008, by and 
between Cephalon ("Cephalon"), located at 41 Moores Road, Post Office Box 4011, 
Frazer, PA 19355, and Montefiore Medical Center ("Provider") located at CCME, 3301 
Bainbridge Avenue, Bronx, NY 10467 and Asante Communications, LLC ("Educational 
Partner'') located at 800 Third Avenue, 9th Floor, New York, NY 10022. 

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: 

1. Title of Program. The Educational Program is entitled "Persistent and BTP: 
Multidimensional Assessment and Multimodal Opioid-Based Treatment 
Strategies," and a copy of the grant request for the Program is attached hereto 
as Exhibit A. 

2. Type of Program. The Program is: 

[8Jaccredited (e.g., continuing medical education or "CME"); or 
Dan independent program where CE credits will not be offered. 

3. Educational Partner. The Provider [8Jshall D shall not use a third party that will 
provide assistance in support of the Program ("Educational Partner"). 

4. The name of the Educational Partner is Asante Communications, LLC. 

5. Educational Components. The expected components of the Program (e.g., 
number of live meetings, CD ROM, web-based, etc.) are as follows: 

(a) Thirteen Live National Meetings; 
(b) Two Additional Live Meetings; 
(c) Five Web Tactics; 
( d) One Print Piece; 
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(e) Three Print Supplements; 

6. 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. 

7. Grant Amount Funding Arrangements. 

(a) Cephalon will provide support for the Program by means of an 
educational grant in the total amount of $1,316,295, 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 
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academic or training institution, or, if by the Provider, such selection shall 
be made with the full concurrence of the academic or training institution. 

8. 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 
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provided by the 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 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. 

10. 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 

11. 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. 

12. Question and Answer Session. To the extent the Program is a presentation, 
Provider will ensure meaningful opportunities for questioning by the audience. 

13. 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. 

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"); 

(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; 
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(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. 

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, all as stipulated in 
ACCME Guidelines. 
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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. 

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. 
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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. 

MONTEFIORE MEDICAL CENTER 

The above signatory is a duly authorized 
corporate officer of the I P Provider. 

Date: l,. -Z:3 flS 
Tax ID #: / 3 / 7 4- [, J/ if 

CEPHALON, INC. 

By: C \_ -'-- --, 
Nanik: Robert Kaper, MD <:..: ~ ·"-. 

Tit~: Vice President,Mecttcat Affa1rs··· r 
Date: --~'~L.;;_' -1-1-'-;-"6_./__,;""-1:,(:,,_P __ _ 

~,:_', T•:, • 1 
~~- () I 

~'(\ . 

Title: /tZI:,~ ,;,1£~ /Wk'rvf.JrCi1/</'f ;)11ti t~ 

The above signatory is a duly authorized 
corporate officer pf thf ~ducational Partner. 

Date: lZ---/.!_i /cB 
Tax ID#: ?'O - C2S-1 S ifr) 
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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. 

MONTEFIORE MEDICAL CENTER 

_ ... 1 I ' 

~{\ - / ,' 

By: ~ hi:""ey dzk) 
Na~e: S 16-t·el/ ; r:1/ Fe t.. D 
Title: ,1_g Clt//Tc ,· l)J.2€c[l IL { {)(6 ,, 
The above signatory is a duly authorized 
corporate officer of the I P Provider. 

Date: 2,, 7_3 [/ S 
Tax ID#: / 2 j 7 t_/- ( J/ 0 

By:_1---,1~----"---""'-------,f-----

Name: A· if,ll /lyl!.<,.r ra 

CEPHALON, INC. 

By: c -\.. -'- ~ 
Naml Robert Kaper, MD <:.: ~ 

/ 
T~t~: Vice President;-Medicat·Affairs ·••"· 

1/ 

~,,-:·~. : '.; l 
~- () f 
~ 

Title: lttc,s. cJ)f~ ;nmvA-t,z1/J/f ;)11ec· c~ 

The above signatory is a duly authorized 
corporate officerpf th? Educational Partner. 

Date: /2-/_!_-f /c8 
Tax ID#: !?O · 01.s-, S ;fr) 
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Center for Continuing MPdic:al Educat ion 

Budgin g th" Gap BPtwP.en Edu talfo n and Practice ·· ■ 
\ IIJ('rl E1n,1 pin 
( 'nl\n(,' ,if \l1:1h, inl' 
of k,lrna I 11 :1 ,•1·,JI\ 

T:1-- t·n1vtrs11y 1lo,1nt.1i .111tl 
\1 ·,1d1•1n11' .\1t~dw(d ('(•t lft' l [ 11 1' nu• 

.\II>, l 'I Fi11;! ,•i11 C1Jli('f:c' of \ied l<'ilW 

Steven .Jay Ft•ld 
:\ -.;,,,i; L:1:, • l 11 r:·c ii ,r· 

December 8. 2008 

Confidential 

l\.-1s. Karen Roy 
DircchJr of Medical Education 
Cephalon 
41 Moores Road 
Frazer, PA 19355 

Dear Ms. Roy: 

Per your request for additional information, please find below a more detailed overview of the 

Lcvd and Type of data to be collected via the patient quest ionnaire. 

Under the guidance of' the Alhany Medical Center's Institutional Review Board (IRB ), and 

approved by Albert Einstcm College oftvlcdicine, CME, the Stage III Durubk Outcomes 

measurement will be used to gather non-biased. indcrcndent and measurahk information !or the 

proposed Outcome Study. 

As mentioned in the grant. the Stage II f patient questionnaire will assess improvements in the 

management of persistent and breakthrough pain with patients whose physicians participated in 

the preceptorship program, when compared to patients who were under the care of control group 

physicians who did not participate in the preccptorship. The questionnaire will consist of 5-

multiplc choice questions, each inquiring into their perceptions oC the clinician's attentiveness to 

the pain complaint. Sample questions that may be included, pending further discussion and 

approval by the 1\ lbany !RB. Albert Einstein College of Medicine anJ based on the approach 

utdized by Dr. Michael Brennan are as !()!low~: 

When compared 10 the beginning of the year has your clinician devoted more time to discuss the 

"ups-and-clowns" in the severity of your chronic pain? 

Parameters to be Measured 
L. 2 Significantly improved 
i 1 Improved 
: 0 No change 

When compared to the beginning or the year has your clinician de\ otcd more time to discuss 

changes in your pain sc\'crity caused hy increased ac1ivity'? 

Parameters to be Measured 
- -, ,_ 

r : l 
! i 0 

Significantly irnproveJ 
Improved 
No change 
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When compared to the beginning of the year has your clinician devoted more lime to discuss 

how to treat episodes when your pain is at its worst'! 

Parameters to be Measured 
: : 2 Significantly improved 
.: I Improved 
, 0 No chungc 

Lastly as a point of clarifirntion, the sok data source from patients ,vill be the patient 

questionnaire There aren't any needs for the Durable Outcomes Evaluation to review or 

collect data from patient charts. Patients will participate in this program on a strictlv 

\'oluntary basis, can decide not to participate at anv time, and ,•rill be assured of the 

confidcntialit,, of their responses. Dr. Charles Argo ff and the A lhany Medical Center IRB v.ill 

supervise the administration and data analysis of Stage [I[. in collaboration with Dr. Hatcher 

(Associate Dean of CME at Einstein and Director of Research and CME at Montefiorc) and 

Asuntl! Communications. 

We hope this clarific~ the Stage m section of the proposed grnnt. As always, shl1uld you have 

any further questions. please do not hesitate to contact me with any questions . 

Sincerely, 

Steven Jay Feld 

cc: Peter Hurwitz 
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Bndging rhr Gap Berwl'en Ea uc a t •on a nd p,.,cticC' ''' ■ 
.'\Jl),•l'l f:i1hll'!il ThP 1 :nlwr~it)' Ho$pil;il anrl 

A• ·.a,lemii' \ledical I Pnter for 1 lie 
\llwrl E1w,tcm (.\,llq(e of \kdid!I(: 

( '11llt•,!p ,I!' .\J.-d lf IJ !P 

0l' \, ·,:!1t·:a t·11k,·r,n1 
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Educational Grant Review Committee 
Cephalon 

Dear Sir and/or Madam: 

November 20, 2008 

On behalf of the Albert Einstein College of Medicine & Montefiore Medical Center, 
Center of Continuing Medical Education (CCME) and our Educational Collaborator and 
Joint Sponsor, Asante Communications LLC, please find the requested clarification 
information for Grant #2569. 

Albert Einstein would like to reaffirm its commitment to providing high quality education. 
Of particular importance to us is adapting and refining each successive activity as the 
year unfolds. Applying our learnings from one program to the next invariably improves 
the substance of the program, and provides up-to-date insights from the faculty and 
participants al ike . 

Upon further discussion with our education collaborator, Asante Communications, in lieu 
of providing a specific book for the participants, originally suggested to be distributed to 
after the Full-day Regional Meeting and the Preceptorship program, it would be more 
prudent to provide a Reference Guide to these participants, in addition to quarterly 
online updates. 

In addition, we see considerable benefits in combining the enduring material of the 
Teleconferences and the Cases and Commentary into a single enduring material, rather 
than producing two separate activities. This will limit any overlap that may occur from the 
content of these two activities. We would like to present this as an attractive option. 

Enduring materials posted online will be targeted to pain specialists . Websites that are 
selected will have an audience which consists of pain specialists, including 
anesthesiologists, oncologists, neurologists, and physiatrists, among others. 

In addition to being an accredited activity, the Position Paper that will be developed from 
the International Experts Forum will be submitted to a peer-reviewed journal for 
publication. We will request permission from the journal prior to submission of the article 
to be published as a CME activity in their journal and elsewhere. This will enhance the 
current BTP literature. 
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We would also like to comment further on two select items. First, as noted in the grant. 
nurses, nurse practitioners and physician assistants represent an important target 
audience and as such we will be making a concerted effort to recruit these pain 
clinicians for each educational activity. In addition, we would like to propose that a Cases 
and Commentary workshop be held at the Oncology Nurses Society (ONS) in 2009. An 
enduring activity will be developed from this Workshop and will extend the reach of this 
very valuable educational activity. This activity will be accredited for continuing education 
(CE) credit for nurses by an approved academic institution or noted medical center, such 
as Montefiore Medical Center. Further, as noted in the accompanying materials, one of 
the workshops will be held at the American Pain Society, a multidisciplinary organization 
that requires triple accreditation for all programs. 

The other items uploaded for clarification purposes include: 
• Timeline on all proposed activities 
• Schematic of Chronic Pain Management Preceptorship (CPMP) 
• Full-Day Regional Budget (clarification on Reference Guide) 
• Preceptorship Budget ( clarification on Reference Guide) 

If you need any further information, or have any questions that relate to this grant 
request, please contact me at 718 920-667 4, ext. 232. 

On behalf of Albert Einstein College of Medicine & Montefiore Medical Center, I would 
like to thank Cephalon for the continued consideration of this request. 

Sincerely, 

Steven Jay Feld 

lll (;(' l\ lt' .01'),! r·nip(,.i'J nrn1(pf1n 1 P. org 
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• Manage design and production of all matorwls 
• Grant/Needs development 

;,;:,, 'Administer outcomes tools (pre-test, post-test, and follow up questions) 

'Analyze results from pre-test. post-test and follow-up questions 
'Liaise with /RB and faculty 

'Manage all aspects of Patient enrollment under /RB supervision 
• Fmal reconc1l1at1on 

, ~ • Internal IRB compliance 

Content DevelopmenUEditorial/Creative Fee 

Content Development includes: 
• Development of pre-test, post-test and follow-up quesflons 
• Liaise with faculty 

•oeveJopment of Case Vignettes 

'Development of Patient Survey 

'Development of outcomes report 

,, 'Development of ideas for future educat,onal /aclics 

• Ed,tonallcopy editorial review and formatting 
, Creative Fee Includes: 

• Design of evaluation survey 

• All costs associated with ro ect des, n and develo ment 

!GRAND TOTAL 

Variance+/- 10% 

SPECIAL NOTE: 

■ 
\ j,li',- ! \1 ,fl,,;;~ I J>).,JA( ,.,:r n , 

\:1 - r r, ,,-1,· ,. i: , H,•:,-,.f '1!,,JJ, 11., 

$73,500.00 

Any change in scope will require an approved revised budget. Cancellation of program will be subject to costs-to• 
date for all expenses and staff hours. 
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· ,: ,· ! · , .. 

,J ',l ••I•<<>• 

um •to 
Functton s 

$800 
TOTAL 

30 200 

conferenceJE-Communlcations 

late 

ilin s, materials shl In 

• Timeline development & mamtenance 
"Manage ,nremal team and pro1ect flow 

roup 

150 

• CoorcJ111Qt~ faculty 1nvitat1onaf process mcfudtng 1n v1/allons, conflrmatrons, and enrollment process 

• Coordinat•on of part1c1pants mvolvement and galhermg of necessary informal1on (Bios, etc) 
.. Coordinate all 1mt1al faculty, facufty/pant1cpant, and qunrterJy teleconference ca lls 

•Manage fhe development of database of program and .Jpprpropnats clrmc1an tracking 

'"Manage a'es1gn and production of all meeting mafer,als/referenco binders mcludmg bias 
.~ >,- " Traffic meetmg matenals for review and produclion 

• Arrange for honoraoa 

" Grant/Needs development 
*Reconc1/lat1on management 

(pint sponsorship , compl,ance review, Albert Emstem haIson) 

lncludn: 

Y • Develop learning objectives 
... ~ • Co/Jabora,',on with faculry on agenda and d1scussron gwde developmsnt 

• Col/aborale wtlh far;ulty on d1scuss1on gwde for /eleconferenc1:1 t;cJfls 

* Liaise with p resenters (cha ir, faculty) 

.. Ed1tonal/copy edrlonal review and format/mg 

• Development of program logo 

.. All costs associated with meet1n content des, n and devefo menf 

'GRAND TOTAL 

Variance +/- 10% 

SPECIAL NOTE: 
Any change in scop e- will require an approved revtscd budget. 

Cancellation of program Wlll be subject to costs-to~ate for all expenses and staff hours. 

■ 

s11a.05o.oo 1 
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Rate Persons 

Course Director Honorarium $3,500 $3,500 
Chair Honorarium $2,500 $2,500 
Faculty Honoraria $2,000 4 $8,000 

TOTAL $14,000.00 

Albert Einstein Accreditation and Certificate Fee $9,500.00 

Albert Einstein Outcomes Measurement Fee $3,500.00 

- '· .. 
Hotel Accommodations 

Room & Ta,c Persons Nights 
To Include Faculty $275 6 1 $1,650 

Accred1tor $275 1 $275 
Asante $275 3 $825 
Additional 
Suppliers $275 2 $550 

TOTAL $3,300.00 

Airfare Fare & Tax Persons Service 
To Include. Faculty $600 6 Coach $3,600 

Accreditor $600 1 Coach $600 
Asante $600 0 Coach $0 
Additional 
Suppliers $600 2 Coach $1,200 

TOTAL $5,400.00 

Ground Transportation Fare & Tax Persons Service 
To Include· Faculty $300 6 Sedan $1,800 

Accred1tor $100 Taxi $100 
Asante $100 3 Tax, $300 
Additional 
Suppliers $100 2 Tax, $200 

TOTAL $2,400.00 

Expenses Rate Persons 

To Include· Faculty $100 6 $600 
Accred1tor $100 $100 
Asante $100 3 $300 
Add1honal 
Suppliers $100 2 $200 

TOTAL $1,200.00 

Cost!Tax/ Persons/ Number of 
Food and Beverage Gratuity Quantity Functions 

Continental 
To Include. Breakfast $40 100 $4,000 

Lunch $55 100 $5,500 
Break $30 100 $3,000 

Faculty Dinner $100 10 $1,000 
On-site Slide 
Review $250 $250 

TOTAL $13,750.00 

Meeting Room(s) Rental $750 $750.00 

Business Center $50 $50.00 

Gratuities (Hotel Staff) $100 $100.00 

On-Site Telephone/Fax $750 $0.00 

On-Site Internet Connection $750 $0.0 

Confidential TEVA_MD L_A_ 00850048 
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~ 

11M ~\l'1 "' .. ~· 

Production/Printing I 
Reference Guide I $ 30 100 

I Quantity Design 
Services 

Printing of syllabus 
Include· 

(includes printing & 
assembly charges for: 
Agenda, Participant List, 
Faculty List, color slides, 
evaluations, etc) 125 4-Color 

Printing of self-mailer, wafer 
sealed 1nvitat1on 8,500 4-Color 

Signage, Name Badges, Tent Cards 
Pans,Pads 

Postage for Invites 

Postage for meeting materials 
ISHD-N'f -~ 
Editorial Research (articles/permissions) 

.«anmU{J , · ·ii'iill , .,,a ··~~,. 
Audiovisual - All equipment for Slide Review and General Session 

Technical Supervisor/Support - LaborlPowerPoint Tech 

Mll£ C, 

l• 

Express Mail Shipping (faculty mailings, materials shipping) 
Additional recruitment tactics/purchase lists 
Meeting Planner 
Creative, Design, and Layout 

Transcription 

Miscellaneous expenses 
OOPTOTAL 
RE 
Management Fee 

Includes: 

• Time/me development & maintenance 

"Manage internal team and project flow 

$5,250 

$2,750 
TOTAL 

'"\;,.,, r,"'i'~ 

' 
.. .. 

,· 

■ 1·1-i 1 i'-1 1: H ~-,p\l,l! i'1 1 
'1,Ji \!,-,'..1 ,t\ (, <,t> r ;, r •hr 

\,Id·!\ r, 1 "-t•'I'< t ,, /P•f•' ,,I \h,,l•1 •111 

,.., 

$3,000.00 

$8,000.00 
$1,375.00 

$250.00 
$2,500.00 

$250.00 

,:!",,'::.. 
$5,000.00 
$1,500.00 

. 
$250.00 

$5,000.00 
$7,000.00 
$7,000.00 
$1,500.00 

$250.01 
$97,575.01 

., . 
$25,000.00 

• Coordmate faculty mv1tat1onal process mcluding 1nv1tat1ons, confirmations, final and welcome packets 

• Manage attendee recruitment process mcluding 1nv1tat1ons, confirmations, final log1st1cal information 

• Oversee coordmat1on of venue selection, negotiation and contracting 

• Oversee all travel, hotel, ground transporlation, food functions and AV both pre-meetmg and onsite 

• Manage all on-site operations of the program includmg registration area 

• Manage design and production of all meetmg matena/s includmg 
parlic1pant handouts, badges, tent cards, etc. 
• Traffic meetmg matenals for review and production 

• Arrange for honorana 

• Grant/Needs development 
*Reconc1/1at1on management 

• Certification collaboration (Jami sponsorship, compllance review, Albert Emstem I, 

• Internal CME compliance 
Content Developmenl/Eclitorial Fee $28,000.00 

Includes: 

• Collaborate wrth faculty on leammg objectives, agenda and discussion gwde development 

• Collaborate wdh faculty on presentat,ons 

• Lta,sc with faculty and mcorporate faculty comments 

• L1a1se with accredrtor and mcorporate accreditor comments 

• Editorra/fcopy ed1torral review and formal/mg 

• All costs associated wrth meeting content development 

FEE TOTAL $53,000.01 

GRAND TOTAL $150,575.00 

p 
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t -:J•·l!• ,t \ ~· ·H• :,, , 

.,• i , • i, . , · .,. ,. •• ,,1:\ 

Course Director Honorarium 
Chair Honorarium 

Rate 

$2,500 
$2,500 

Printing of seW-ma1ler, wafer­

sealed 1nvrtat1on, Recruitment 

and Awareness Campaign To 

Medscape and Pain Cl1nic1an 

Persons 

10,000 4-Color 

Webification Medsca e or Similar Pain Related Website e . Pain.edu 
Additional awareness and recruitment tactics 

Includes: 
• T,melme development & maintenance 

'Manage intomal team and project flow 

$2,500 
$2,500 

$3,500 

• Manage attendee recruitment process including invitations, conf1rmat1ons, and awareness campaign 

• Manag" design and production of all awareness campaign and Medscape Liaison 

• Traffic meeting matertals for review and production 

• Arrange for honorarta 

• Grant/Needs development 
'Reconc1l1at1on management 

• Cert1ficat1on collaborat,on Oomt sponsorship, compliance review, Albert Einstein liaison) 

• lntemal CME comp//ance 

Content Development/Editorial Fee 

Includes: 

• Collaborate with faculty on leammg objectives, agenda and d1scuss1on guide development 

• Collaborate with faculty on presentalions 

• L1a1se wdh faculty and incorporate faculty comments 

• Liaise wdh accreditor and incorporate accreditor comments 

• Editonal/copy editor,a/ review and formatting 

• All costs associated with meeting content development 

FEE TOTAL 

GRAND TOTAL 

Reference Guide 

■ fr1• I 11 .. -1,, ,., H, ,r,11.-tl \ lt,I 
\ , rlrl•· Plll \ i, .ft· .tl (\ f t--r !11r- ft:, 

,\ 1), 1 ~, I'. I •' f-' 1•, \ "{ , IJ,· ,•r ·•f \1i'lli' UIP 

$60,000.0 
$5,000.00 

$7,000.00 
$2,000-00 
$1,500_00 

$93,500.0 

$20,000.00 

$20,000.00 

$40,000.0 

$133,500_00 

, i t \~ l 1 J!lOH(~ 11•ff(', •fl:.! 
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Chronic Pain Management Preceptorship 
(CPMP) 

• 

*DOE= Durable Outcomes Evaluation 

...Control Group for Stage II includes 150 participants from other educational initiatives that do not participate in CPMP 4-J;i~~·,1,~.~\ ■ 
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Persistent and Breakthrough 
Supported Medical Education ·Initiatives 

2009 

Cases and Commentary Live Event 225 • • ♦ 
~ ~ ~ 

Full-Day Regional Meeting Live Event 75-100 

Teleconference Series Live Event 200-400 

Cases and Commentary 
PMNNews 

PainClinician 45-60,000 ,. I .. 
Print Monograph/Online 

Pain.edu 

International 
Full-Day Regional Forum for Pain 

20-25,000 ,. .,. 
Satellite Webcast Experts 

Pain.edu 

Teleconference 

I 
PMNNews ,. 

I 
.,. 

Print Monogrpaph/Online 
PainClinician 45-60,000 

Pain.edu 

PMNNews 
Pain/Risk Management PainClinician 45-60,000 • .,. Compendium 

Pain.edu 

International Experts Forum 
PMNNews 

Position Paper/Online 
PainClinician 45-60,000 ,. I . , ♦ 

Pain.edu 

Preceptorship Program 300 

♦ 

~f, ~tt ■ \-.. ·-~ / .... </ 
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Center for Continuing Medical Education 
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Confidential 

In order to review your grant request #2569, Cephalon requires the fol lowing additional information: 

1. Please explain how HCPs for the outcomes study will be recruited for the Stage I. 
The participants for the Stage I outcomes study will be recruited through the live educational initiatives 
proposed in the grant-namely, the Cases and CommentaryWorkshops, Teleconference Series, Full­
day Regional Meeting and potentially the International Expert Forum. The latter will be a closed, 
invitation only meeting that will be held at the 2009 American Pain Society meeting in San Diego, 
pending availability of select thought leaders. 

2. Will the WebPanel series be accredited? 
Yes. The quarterly WebPanel series is a component of the Chronic Pain Management Preceptorship 
(n=-200, pending approval of proposed activities) and will be accredited through Albert Einstein 
College of Medicine. Of note, participants will complete a Durable Outcomes Evaluation (DOE)* Stage 
II structured questionnaire upon completion of the WebPanel series. The questionnaire will measure the 
evolution of thought and practice since completion of the DOE Stage I questionnaire, as measured 
against control clinicians who limited their education to an enduring material and/or live event and who 
did not participate in the Preceptorship (Stage II) WebPanel. Notably, clinicians who chose not to 
participate in the preceptorship, and who have otherwise successfully completed at least one post-test 
from any of the educational initiatives (Live, Print, and/or Online), may participate in the WebPanel 
series . Their educational outcomes will not, however, contribute to the DOE Stage II outcomes, which is 
restricted to preceptorship clinicians only. 

3. How will participants be incentivized to participate in the outcomes study? 
lncentiviz:ation is largely based on the opportunity to participate in a novel educational outcomes study, 
the results from which will likely be published in a peer-reviewed journal. Requirements will be 
minimally time consuming. Clinicians attending the live educational initiatives will necessarily complete 
a structured questionnaire before and after the event, and will therefore provide DOE Stage I study 
data. After completing the pre-post questionnaire, participants will confirm their interest in joining the 
Chronic Pain Management Preceptorship, comprising a quarterly WebPanel series facilitated by expert 
pain clinicians. Preceptorship clinicians (DOE Stage II participants) will have an opportunity to 
collaborate with their peers and thought leaders during the WebPanel series. In addttion, preceptorship 
clinicians will be invited to a closed, invitation-only International Expert Forum (See Question 1 ). 
Qualified clinicians may also serve as adjunct faculty for activities that may be held in 2010, pending 
evaluation by program faculty 

4. Is the preceptorship a separate activity to the outcomes study? How will participants be 
recruited for this activity? 
Preceptorship participants will be required to complete a Stage II structured questionnaire, providing 
data on the durability of high level outcomes when integrated within an ongoing educational series. 
Preceptorship participants will be recruited during the registration period through e-mail 

TEVA_MD L_A_ 00850053 
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correspondence, and during one of the live events-teleconference call, Cases and Commentary 
workshop and/or full-day regional meeting- that they are required to complete. 

5. The RFP stated that the proposal could cover educational events at national meetings, however 
none is proposed. Please clarify. 
Pending availabiltty of the expert pain clinicians, the International Pain Expert Forum may take place at 
a selected National Congress, currently planned to be held at the American Pain Society (APS; May 
2009, San Diego). Preceptorship participants who attend the American Pain Society at their own cost 
and discretion will be invited to this closed, invitation-only satellite (off-agenda) live event. 

In addition, as a point of clarification, we are planning to hold at least one of the Cases and 
Commentary programs will be held immediately before or after the APS in May 2009 and/or a Regional 
Chronic Pain meeting (e.g.; Emerging Practices in Opioid Prescribing for Chronic Pain, 
March 2009). 

6. Please clarify the types of HCPS that may take part in the cases workshops. 
HCPs that will be recruited to take part in the Cases and Commentaryworkshops are pain clinicians, 
including, among others, neurologists, psychiatrists, anesthesiologists, oncologists, rheumatologists, 
psychologists, and other general practitioners with an interest in pain management. 

7. Please clarify PainClinician (TM). Is this a quarterly newsletter? 
PainC!inician™ is a proprietary component of a larger educational initiative, The /ntemational Chronic 
Pain Forum™, to be formally launched in Q1 2009. The PainClinician quarterly newsletter will drive 
program recruitment, advertisements, and distribution of accredited pain enduring materials. Our 
PainC/inician™ internal database currently includes thousands of practicing pain clinicians who have 
participated in previous accredited programs, CSNA surveys, or have otherwise expressed an interest 
in pain education. 

8. Please clarify how you will recruit for the teleconferences and satellite webcasts. 
Recruitment efforts for the Teleconference and Webcasts will be multifaceted. Reliable tactics include 
extending invitations to clinicians in our proprietary PainC/inician™ database, to clinicians identified by 
the Albert Einstein College of Medicine and to the membership of American Academy of Pain Medicine 
(AAPM), APS and other medical congresses; announcing the programs in relevant print journals, (e.g., 
Pain Medicine News, the Journal of Pain, PainC/inician), and on selected pain-related websites (e.g., 
WebMD, pain.edu, International Chronic Pain Forum, etc.). 

9. Is the literature surveillance included in the grant costs? 
The Literature Surveillance program, including monthly written summaries, as detailed in the grant is 
not included in the total grant costs. However, the Albert Einstein College of Medicine working 
collaboratively with Asante routinely forwards to the grant supporters select articles from peer-reviewed 
journals and related reference materials, all of which are relevant to the educational objectives of the 
proposed grant initiatives. 

TEVA_MD L_A_ 00850054 
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10. Please include a timeline of when activities will be disseminated. 
Please see attached. 

11. Additional Information: 
Proposed Payment Schedule: If Albert Einstein College of Medicine is fortunate enough to have its 
grant approved, the proposed payment schedule is 1/3 of program costs upon LOA acceptance, 1/3 of 
program costs at a time point identified as approximately 50% through the completion of the grant, and 
the remaining 1/3 payment during the last 1/3 of the scheduled program completion. 

nl('\'lll! ' .On: 
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• Time/me development & maintenance 

'Manage Internal team and proJect flow 

Rate Persons 

$2,500 

$1,500 4 

35,000 4-Color 

35,000 n/a 

$10.800 

$11,000 

$4,000 

• Coore/mate faculty mv1tat1onal process including teleconference coordmallon, conhnmat,ons 

T Coordmaflon cf venue selection, negof1at1on and contracfmg 

■ 

TEVA_MD L_A_ 00850056 
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, • Manage all aspects of program mcludmg postt1on paper log1sl1cs and traff1ck1ng 
* Manage all on-site needs for meetmgs wdh faculty 

,.. Manage design and production of all mafenals relating to pos1t1on paper 

• Manage design and production of all materials relating to web1flcat1on of pos1t1on paper 
* Arrange for honorana 

• GranVNeeds development 
'Reconc1//allon management 
• Cert1f1cat1on collaboration oomt sponsorship, compliance review, Albert Einstein 11a1son/ 
• Internal CME compliance 

- Content Development/Ed1torial/Creat1ve Fee 
Includes: 
• Develop learning obJect!ves 
• Collaborat1on with facully on teleconference agenda and d1scuss1on gwde development 
·Manage all research associated with 1denllficat1on of prospective Journals for 01stnbut1on 
• Collaborate with faculty on pos1t1on paper 
• L1a1se with presenters (chair, faculty) 
• Ed1tor1allcopy ed1tonal review and format/mg 

FEE TOTAL 

GRAND OTAL 
Variance +/. 10% 

SPECIAL NOTE: 
Any change in scope will require an approved revised budget. 
Cancellation of program will be subject to costs-to-date for all expenses and staff hours. 

• 
$23,500.00 

$41,500.00 

$98 450.00 

TEVA_MD L_A_ 00850057 



P-28694 _ 00098

Confidential 

~ 

Services 
Include. Printing of Reference Tool for 

Pain Spec1al1sts and Other 
Clmic1ans 

Printing of Envelope 

· • Tlmeline development & maintenance 

'Internal team and pro1ect management 
• Arrange for faculty review and honorar,a 

• Traffic Reference Tool tor review and production 
• Manage design and production of reference tool 

• Liaise with course director & faculty 

Quantity 

35000 

35000 

'Review and manage content translation mto ontme format 
-· -· 'Develop grant and needs assessment 

Design 

4-Color 

4-Color 

• Certif1cat1on collaboration (compliance review.Albert Emstem lla1son) 

'Reconciliat1on management 

'Ensure mternal CME comp/lance 

· ,· Content Oevelo ment/Editorial 

Total 

$20,000 

$4,800 

lffl:=~~~· :;1''. Includes: 
• Collaborate with faculty on the development of the content out/me, and learning objectives 

• Collaborate with faculty on the development of the reference tool manuscript 

'Liaise with faculty & incorporate faculty comments 
'Liaise with accreditor & incorporate comments 

• Ed1tonatlcopy edilor,al review and format/mg of reference fool 

• All costs associated wit.'1 re ference tool content development 

TOTAL FEES 

GRAND TOTAL 

■ !"" ) lli\1•r, P \ 

\ \11,:,.i,, \!, i11:'I. 

Em .. \,•H,' .. i:- v, ,,! >kt11• T• 

$126,800.00 
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$2 ,500 

$1 ,000 8 

Albert Einstein Accreditation and Certificate Fee 
a Albert Einstein Outcomes Measurement Fee 

1,·, 
Quantity Design 

syllabus 
(includes 
pnntmg & 
assembly 
charges for: 

Agenda, 
PartIcIpant List, 
Faculty List, 
color slides, 400 4-Color 

Printing of sell-
mailer, wafer-
sealed 
invitation 45,000 4-Color 

mail shipping of syllabus & confirmation letters to participants and faculty 

' 8 • 

. . Management Fee (Total for 8 teleconferences) 

Includes: 

• Tlme/lne development & maintenance 
•Manage internal team and project flow 
'Arrange for faculty honorana 

'Coordinate mv1tationaf process including confirmations 

' Develop call schedule 

'Coordinate with call center to insure appropriate pro1ect flow 

'Develop meeting matenafs (1nv1tes, announcement cards, syffabus, agenda, participant /1st, 

faculty b10 /1st, evaluation survey) 

'Manage design and production of meeting syllabus 

'Ship meeting materials to partIcIpants & faculty 

'Develop, process and review evaluations & summary report 

i---.-..... 1"-- ·-i 'Liaise with internal teams, faculty, and accredItor 
.. ,, -~ .:·,_,;:;;, • Certification collaboration ljoint sponsorship, compliance review, Albert Einste,n fla,son) 

•oevefop Grants & Needs Assessment 
'Complete final reconcI/latIon 

... 'Ensure internal CME compliance 

Content Development/Editorial (Total for 8 teleconferences) 

It Ii 

Confidential 

ft•, I HlH'l'-rl\ 

i1h· t\ 11' ~t .. ~h !1 

■ 
\ '.!-i tl 1: ,,, .:,, J I 1,il,"''' u! ,\'i, ,I\, l,'• 

$2,500.00 

$8,000.00 

TOTAL 

$15,000.00 

$10,000.00 
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Includes: 

• Collaborate wJ/h faculty on learning objectives, agenda and discussion gu,de development 

, • Collaborate with faculty on presentations 
, *Liaise with faculty & mcorporate faculty comments 

*Liaise with accreditor & mcorporate commenis 
*Edit, copyed1t, review and format all matenals 

*Participate in teleconferences 

*Pre- and post-teleconference liaise with faculty 

FEE TOTAL 

GRAND TOTAL (8 Teleconferences) 

$47,500.00 

$140,750.00 

TEVA_MD L_A_ 00850060 
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Albert Einstein Accreditation and Certificate Fee 
Albert Einstein Outcomes Measurement Fee 

Production/Printing 

Services Include· Monograph 
Printing 

• T1meltne development & maintenance 
'Internal team and Pro1ect management 

• Coordinate faculty review inv1tallonal process 
• Arrange for faculty review and honorar,a 
• Arrange for honoraria 

' Manage design and production of all matenals 
' Traffic materials for review and production 

$2,500 

$3,000 

TOTAL 

Design Cost 

4-Color $20,000 
TOTAL 

• Cert1f1cat1on collaboration (joint sponsorship, compliance review, Albert Emstem liaison) 

• Evaluation summary development and processing 

• Grant/Needs development 
'Reconc1//alion management 
Content Development/Editorial 
Content Development includes: 
'Develop learning obJecllves 
'Develop out/me for an 8-page monograph 
'Collaborate with Faculty m the development of the monograph manuscript 
'Liaise with faculty & incorporate faculty comments 
'Liaise with accred1tor & incorporate comments 

• Editorial/copy editonal review and formatting of special report monograph 
• All costs associated with meetm content development 

GRAND TOTAL 

■ 

111,950.0 

TEVA_MDL_A_00850061 
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1 ll l \i1°d,, 
, \i ,n ,, , l 

Rate Persons 

$3,500 

$2,500 

$2,000 5 

Albert Einstein Accreditation and Certificate Fee 
Albert Einstein Outcome Measurement Fee 

Hotel Accommodations 

To Include: Faculty 

Accreditor 

Asante 

Additional 
Suppliers 

Airfare 
To Include Faculty 

AccredItor 

Asante 

Additional 
Suppliers 

Ground Transportation 
To Include Faculty 

Accred1tor 

Asante 

Additional 
Suppliers 

Faculty 

Asante 

Accred1tor 
Add1t1onal 
Suppliers 

Food and Bevera e 
Continental 

To Include: Breakfast 

Lunch 

Break 

Faculty 
Dinner 

On-site Slide 
Review 

On-Site Internet Connection 

Production/Printing 

Room & Tax 

$275 

$275 

$275 

$275 

Fare & Tax 

$600 

$600 

$600 

$600 

Fare & Tax 

$300 

$100 

$100 

$100 

Rate 

$100 

$100 

$100 

$100 

Cost/Tax/ 
Gratuity 

$40 

$65 

$30 

$100 

$250 

$750 

$100 

$750 

$750 

Persons 

7 

1 

3 

2 

Persons 

7 

1 

0 

2 

Persons 

7 

1 

3 

2 

Persons 

7 

3 

2 

Persons/ Quantity 

0 

70 

70 

11 

Quantity 

■ 

$3,500 

$2,500 

$10,000 

TOTAL 

Nights 

1 $1,925 

1 $275 

1 $825 

1 $550 

TOTAL 

Service 

Coach $4,200 

Coach $600 

Coach $0 

Coach $1,200 

TOTAL 

Service 

Sedan $2,100 

Taxi $100 

Taxi $300 

Tax, $200 

TOTAL 

$700 

$300 

$100 

$200 

TOTAL 

Number of 
Functions 

$0 

$4,550 

$2,100 

$1,100 

$250 

TOTAL 

Design 

TEVA_MD L_A_ 00850062 



P-28694 _ 00103

Confidential 

Printing of syllabus (includes 
printing & assembly charges 
for Agenda, Part1c1pant List, 
Faculty List, color slides, 
evaluations, etc) 

Printing of self-mailer, wafer­
_____ __,sealed mv1tahon 

e, Name Bad es, Tent Cards 

Creative, Desi n, and La out 

• Timellne development 11, maintenance 

•Manage internal team and project flow 

100 4-Color $4,500 

5,000 4-Color $3,000 

TOTAL 

-- • Coordmate faculty 1nv,tat1onal process includmg mv1tat1ons, conflrmat,ons, final and welcome packets 

• Manage attendee recruitment process 1ncludmg mv1tat1ons, confirmat,ons, final log1s//ca/ mformaflon 

• Oversee coord1na/lon of venue selection, negotiation and contraclmg 

• Oversee all travel, hotel, ground transportation, food functions and AV both pre-meeting and ons1te 

• Manage all on-s,te operations of the program including reg1strat1on area 

• Manage design and production of all meeting matenals mcludmg 
parl1c1pant handouts. badges, lent cards, etc 

• Traffic meeting matenals for review and produclion 

• Arrange for honorar1a 

• Grant/Needs development 
''Reconcd1at1on management 

• Cert1f1cat1on Collaboration (JOmt sponsorship, compliance review, Albert Einstein liaison) 

• Internal CME compliance 
Content Development/Editorial Fee 

Includes: 

• Collaborate with faculty on learning objectives, agenda and d1scuss1on guide development 

• Collabcrale with faculty on presentations 

• Liaise with faculty and incorporate faculty comments 
• Liaise with accred1lor and mcorporale accred1lor comments 

• Ed1tonallcopy editorial review and formatting 

• All costs associated with meeting content development 

FEE TOTAL 

!GRAND TOTAL 

■ 

$7,500.00 

$1,375.00 
$250.00 

$3,500.00 

$153,250.00 I 

TEVA_MDL_A_ 00850063 



P-28694 _ 00104

Confidential 

t ·,,11i.·r for1:,m1inuingJ\i1:,di<·al Ed1wati nn 

Rate Persons 

$0 
$2,500 
$2.000 

Albert Einstein Accreditation and Certificate Fee 

Albert Einstein Outcome Measurement Fee 

Room & Tax Persons 

To Include Faculty 
Accred1tor 
Asante 
ll.dd1tional 
Suppliers 

To Include Faculty 
.11.ccreditor 
Asante 
Add1t1onal 
Suppliers 

Ground Transportation arrival/departure) 
To Include. Faculty 

Accred1tor 
Asante 
Add1t1onal 
Suppliers 

To Include. Faculty 
Asante 
Accreditor 
Additional 
Suppliers 

Con\inental 
To Include. Breakfast 

Lunch 
Break 
Faculty 
Dinner 
On-site 
Slide 
Review 

Gratuities (Hotel Staff) 

On-Site Internet Connection 

$275 7 
$275 1 
$275 3 

$275 2 

Fare & Tax Persons 

$600 
$600 
$600 

$600 2 

Fare & Tax Persons 

$300 
$100 
$100 

$100 

Rate Persons 

$100 
$100 
$100 

$100 2 

Cost/Tax/ Persons/ 
Gratuity Quantity 

$40 0 
$65 70 
$30 70 

$100 11 

$250 

$750 
$100 
$750 
$750 

Nights 

1 
1 
1 

1 

Service 

Coach 

Coach 
Coach 

Coach 

Service 

Sedan 
Tax, 
Taxi 

Tax, 

Number of 
Function:, 

■ 

$0 
$2,500 

$10,000 
TOTAL 

$1,925 
$275 
$825 

$550 
TOTAL 

$4,200 
$600 

$1,800 

$1,2D0 
TOTAL 

$2,1D0 
$100 
$3D0 

$200 
TOTAL 

$700 
$300 
$100 

$200 
TOTAL 

$0 
$4,550 

$2,100 

$1.100 

$250 
TOTAL 
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Production/Printing 
Quantity 

Services Include· (includes pnnt1ng & 100 
wafer-sealed invitation 5,000 

es, Tent Cards 

materials 

0 
Audiovisual - All equipment for Slide Review and General Session 

Technical Su ervisor/Su ort - Labor/PowerPoint Tech 

Express Mail Shippin (faculty mailin s, materials shipping) 
Additional recruitment tactics/purchase lists 

Creative, Design, and Layout 

' Time/me development & maintenance 

'Manage mtemal team and pro1ect flow 

Design 
4-Color $4,500 
4-Color $3,000 

TOTAL 

• Coordmate faculty 1nvItat,onal process including ,nv,tat1ons, confirmations, final and welcome packets 

' Manage attendee recruitment process including invitations, conflrmat1ons, final log,sllcal mformalron 

' Oversee coordination of venue selection, negot1atwn and contracting 

' Oversee all travel, hotel, ground transportat10n, food funct10ns and AV both pre-meeting and ons1te 

' Manage all on-site operations of the program including registration area 

participant handouts, badges, tent cards, etc 

• Traffic meeting matenals for review and production 

'Arrange for honoraria 

' Grant/Needs development 
'Reconc1/1at1on management 

' Cert1f1cat1on Collaborat1on Uoint sponsorship, compliance review, Albert Einstein liaison) 

' Internal CME compliance 
Content Development/Editorial Fee 

Includes: 
' Collaborate with faculty on learning objectives, agenda and dIscussIon guide development 

• Collaborate with faculty on presentations 

• L1aIse with faculty and incorporate faculty comments 

' Liaise with accred1tor and mcorporate accredItor comments 

' Ed1/or,a/lcopy editorial review and format/mg 

' All costs associated wlfh meeting content development 

FEE TOTAL 

■ 

$5,000. 
$4,000. 

$250 
$80,050. 

!GRAND TOTAL $121,aoo.oo I 

!' 
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Rate Persons 

$0 
$2,500 
$2,000 

Albert Einstein Accreditation and Certificate Fee 

Albert Einstein Outcome Measurement Fee 

To Include: Faculty 

Accred1tor 

Asante 

Add1t1onal 
Suppliers 

To Include. Faculty 

Accreditor 

Asante 

Additional 
Suppliers 

Ground Transportation arrival/departure) 

To Include· Faculty 

Accred1tor 

Asante 

Additional 
Suppliers 

To Include: Faculty 

Asante 

Accred1tor 

Additional 
Suppliers 

Continental 
To Include Breakfast 

Lunch 

Break 

Faculty 
Dinner 

On-site 
Slide 
Review 

On-Site Internet Connection 

Room & Tax Persons 

$275 7 
$275 1 
$275 3 

$275 2 

Fare & Tax Persons 

$600 
$600 
$600 3 

$600 2 

Fare & Tax Persons 

$300 7 
$100 1 
$100 3 

$100 2 

Rate Persons 

$100 7 
$100 3 

$100 1 

$100 2 

Cost/Tax/ Persons/ 
Gratuity Quantity 

$40 0 
$65 70 
$30 70 

$100 11 

$250 

$750 
$100 
$750 
$750 

Nights 

1 
1 
1 

1 

Service 

Coach 

Coach 

Coach 

Coach 

Service 
Sedan 

Taxi 

Taxi 

Taxi 

Number of 
Functions 

I , I 

■ 

$0 
$2,500 

$10,000 
TOTAL 

$1,925 
$275 
$825 

$550 
TOTAL 

$4,200 
$600 

$1,800 

$1,200 
TOTAL 

$2,100 
$100 
$300 

$200 
TOTAL 

$700 
$300 
$100 

$200 
TOTAL 

$0 
$4,550 
$2,100 

$1,100 

$250 
TOTAL 
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Production/Printing 

Services Include: (includes printing & 

wafer-sealed invitation 

' Time/me development & maintenance 

'Manage mternal team and project flow 

Quantity 
100 

5,000 

Design 

4-Color $4,500 
4-Color $3,000 

TOTAL 

• Coordinate faculty invitational process 1ncluding invitations, confirmations, Ima/ and welcome packets 

• Manage attendee recrwtment process 1nclud1ng invitations, conf1rmat1ons, Ima/ log1st1cal information 

• Oversee coordmatt0n of venue selec/1on, negot1at1on and contracting 

• Oversee all travel, hotel, ground transportation, food functions and AV both pre-meeting and ons1te 

• Manage all on-site operatwns of the program mctudmg reg1strat1on area 

parl1c1pant handouts, badges, tent cards, etc. 

' Traffic meeting materials for review and production 

' Arrange for honorar1a 

' GranVNeeds development 

'Reconciliation management 

' Cerltftcation Collaborat1on (Joint sponsorship, compliance review, Albert Einstein liaison) 

• Internal CME compltance 
Content Development/Editorial Fee 

Includes: 

• Collaborate with faculty on learning objectives, agenda and discussion gwde development 

' Collaborate with faculty on presentations 

• Liaise with faculty and mcorporate faculty comments 

• Liaise with accred1tor and mcorporale accredrtor comments 

' Edrtoriallcopy editorial review and formal/mg 

• A/I costs associated with meeting content development 
FEE TOTAL 

$3,500.0 

$250.0 
$5,000.0 

$7,000.0 
$5,000.0 

$4,000.0 

$250.0 

$80,050.0 

!GRAND TOTAL $121,aoo.oo I 
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Course Director Honorarium $2,500 

I Faculty Honorarium 2 $3,000 

TOTAL 
Albert Einstein Accreditation and Certificate Fee 
Albert Einstein Outcome Measurement Fee 

Production/Printing 
Quantity Design Cost 

Services Include Monograph -
Printing 

• Time/me development & mamtenance 
•internal team and Project management 

• Coordinate faculty review invitational process 
• Arrange for faculty review and honoraria 
• Arrange for honorana 

• Manage design and production of all materials 
' Traffic matenals for review and production 

45,000 4-Color 

' Cert1f1cation collaborat1on Uo1nt sponsorship, compliance review, Albert Einstein liaison) 

' Evaluation summary development and processing 

' GranVNeeds development 
•Reconc1/iat1on management 
Content Development/Edltorlal 

Content Development includes: 
'Develop learning objectives 
'Develop out/me for an 8-page monograph 
•collaborate with faculty ,n the development of the monograph manuscript 
•ua1se with faculty & incorporate faculty comments 
'Liaise with accred1tor & incorporate comments 

' Editorial/copy edlforial review and format/mg of special report monograph 

' All costs associated with meeting content development 

!GRAND TOTAL 

$20,000 
TOTAL 

■ 

s,,, ,Yso.oq 
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MUL Tl DIMENSIONAL ASSESSMENT AND 

MULTIM0DAL OPIOID-BASED TREATMENT STRATEGIES 

An Educational Platform Initiative 

Medical Education Grant Request 

Presented to I Cephalon, Inc. 

Submitted by I Albert Einstein College of Medicine 
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Outline of Request 

I. Overview 

ii. Platform Sponsorship, Management, and Outcomes Measurement 

m. Educational Platform, Learning Objectives, and Needs Assessment 

IV. Faculty and Programs 

V. Program Recruitment, Awareness, and Distribution 

VI. Budgets 

I. Overview 

Albert Einstein College of Medicine (Einstein) in association with its educational collaborator, Asante Communications LLC 
(Asante), respectfully request a grant for the development, certification, production, and distribution of an educational initiative 
tentatively entitled "Persistent and Breakthrough Pain: Multidimensional Assessment and Multimodal Opioid-Based Treatment 
Strategies." This educational platform is intended to provide continuing medical education (CME) credit to healthcare 
professionals who treat patients with chronic pain. 

The sponsors seek support through an educational grant from Cephalon, Inc. A support statement identifying Cephalon, Inc. as 
the Granter will be included in the preamble of each activity, as well as in all announcements regarding the platform and 
individual activities. 

Einstein will certify the initiative for CME credit for physicians. 

II. Platform Sponsorship, Management, and Outcomes Measurement 

Albert Einstein College of Medicine 

For more than 5 decades, Einstein has exemplified excellence in medical research, teaching, and patient care. Established in 
1955, and guided by the vision of Professor Albert Einstein, the College was one of the first medical schools to integrate bedside 
experience with classroom study. Einstein also led the way in the development of bioethics as an accepted academic discipline 
in medical school curricula and was the first private medical school in New York City to establish an academic Department of 
Family Medicine as well as a residency program in internal medicine with an emphasis on women's health. Today, Einstein is 
one of the nation's premier institutions for medical education, basic research, and clinical investigation. 

Although education is at the heart of Einstein's mission, biomedical research drives its growth. Einstein has 300 research 
laboratories, which allow it to consistently be on the forefront of medical breakthroughs via development of cutting-edge 
techniques and clinical trials. A national leader in biomedical research support from the federal government, Einstein received 
more than $150 million in funding from the National Institutes of Health (NIH) in 2006. Einstein ranks sixth 1n the nation in terms 
of NIH awards to basic-science departments, and 7 of its programs are designated as NIH "Centers of Excellence." 

Einstein and Montefiore Medical Center (the University Hospital and Academic Medical Center for the Albert Einstein College of 
Medicine) Center for Continuing Medical Education (CCME) was founded in 1976. It is accredited by the Accreditation Council 
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for Continuing Medical Education (ACCME) to provide CME for physicians. CCME is committed to the utilization of resources for 
the advancement of CME throughout the physician's professional career. CCME's mission is to enhance patient care by bringing 
diagnostic and therapeutic innovations to the clinical environment through professional medical education for physicians that 
maintains, develops, and increases their knowledge, skills, and competence. 

CCME does not maintain financial relationships with commercial supporters or educational partners outside of the receipt of 
normal fee for services. Commercial interests are not involved in the development of content, program planning, or budget­
determination. Responsibility for assuring that the CME activities meet the highest requirements and standards of Einstein and 
the ACCME rests solely with the CCME and is not transferable. 

CCME requires written, signed disclosure of the existence of relevant financial interests or relationships with commercial 
interests from any individual contributing to or in a position to influence the content of a CME activity sponsored by Einstein. 
Individuals not disclosing relevant financial relationships will be disqualified from an association with the CME activity in question. 

CCME has established policies that will identify and resolve all conflicts of interest prior to activity certification by applying the 
disclosed information and activity subject to ACCME's policies. 

All scientific research referred to, reported on, or used in a CME activity certified by Einstein in support or justification of a patient 
care recommendation will conform to the generally accepted standards of experimental design, data collection, and analysis. 

Asante has retained Hogan & Hartson LLP, an international law firm, to provide Asante with consultancy and expert insights into 
current federal and state regulations, ACCME codes of conduct, Pharmaceutical Research and Manufacturers of America 
(PhRMA) code, and their potential impact on the quality and delivery of our medical education programs. 

Experts in all relevant accreditation issues, Hogan & Hartson will ensure that the continuing medical education programs Asante 
proposes and executes-includi~g such full spectrum communications vehicles as regional meetings, teleconferences, web­
based and print activities-will be conducted in an irreproachably compliant fashion. By ensuring that the educational programs 
faithfully adhere to all relevant law and regulations, Hogan & Hartson will help us meet the educational needs of critical 
therapeutic areas, develop clinicians' skill sets and improve patient care. 

As the 2009 educational year unfolds, Hogan & Hartson will continually monitor our policies and programs and may instruct our 
team accordingly, facilitating any necessary adjustments. Additionally, the global law firm will help Asante develop employee and 
faculty educational programs, 

Asante Communications, LLC 

Asante is a full-service medical education company specializing in physician and pat\ent education for the biopharmaceut1cal 
industry. Utilizing proprietary research methodologies, the Asante team of scientists, writers, and strategists delivers high quality 
CME, tailored to the objectives of our accreditors and grantors, grounded in the science of current and investigational treatment 
options, and shaped by an expert understanding of adult learning principles. In particular, the company integrates the latest 
insights into disease management with comprehensive preclinical and clinical data, creating coherent and credible educational 
platforms. Asante provides strategically sharp content across print, live, video, and Web-based outlets and distribution channels, 
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and leverages its diverse network of pain clinicians to develop, validate and critically review needs assessments and all relevant 
scientific content. Further, the full spectrum of educational materials proposed in this grant is based on a fundamental tenet that 
clinicians have idiosyncratic learning preferences and often prefer to self-direct their learning across multiple vehicles. Such a 
multifaceted, interactive and needs-based approach is critical to instructing clinicians in chronic pain management. Based in New 
York City, the company is managed by seasoned veterans of the healthcare communications industry. 

Platform Management 

Asante will be responsible for the development, production, and distribution of the activities within the educational platform under 
the direction of Einstein. Asante will operate as an extension of the sponsor, working within Einstein's guidelines as well as those 
of the accrediting organizations and governmental agencies regulating medical education. 

Einstein will provide oversight for the development, production, and distribution of the activities within the educational platform as 
well as the certification for CME credit. 

Outcome Levels 

Asante reaches Level 4 of Outcomes Measurement as defined by the North American Association of Medical Education and 
Communication Companies, Inc (NMMECC) with our standard evaluation process: 

Level 1: Participation (via the participant report) 

Level 2; Satisfaction (via the activity evaluation) 

Level 3: Learning (via the self-assessment exam) 

Level 4: Performance (via the commitment-to-change questions on the activity evaluation) 

Durable Outcomes Measurement and Evaluation 

Einstein and Asante are committed to providing high quality education associated with durable outcomes that promote best 
practices in pain management and improve patient care. In addition to traditional outcomes measurements reported and 
evaluated by Einsten for Level 4 Outcomes as noted above, a randomized controlled study approved by Victor Hatcher, PhD, 
David Kaufman, MD, of Einstein and the Institutional Review Board (IRB) of Albany Medical Center will be conducted to measure 
the effectiveness of the educational interventions. 

Stage I 

In this study, clinicians (N=-300-350) will demonstrate their baseline level of attitudes, awareness, knowledge and current 
practices by completing a structured questionnaire (20-questions; 10 multiple choice and 10 case-based short answer 
questions). The questionnaire-a self-developed instrument in early stages of psychometric evaluation-will be based on 
educational deficits initially identified 1n the Clinical Survey and Needs Assessment (CSNA). After completing the diagnostic, 
clinicians will participate in a teleconference program and/or live regional meeting, immediately after which they will again 
complete a similarly structured questionnaire. Pre and post differences in attitudes, awareness and knowledge will be 
determined, reflecting the extent to which the participants have achieved the learning objectives. To gain additional context, face­
to-face focus group discussions will be conducted immediately after the regional meeting as well. Here, participants will have an 
opportunity to elaborate on sell-reported performance indicators that go beyond the structured questionnaire. 
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Stage II 

Upon completion of Stage I, a subset of interested clinicians will be randomized to either an intervention group (-n=150), within 
which clinicians will participate in a monthly WebPanel series with thought leaders for 6 months, or randomized to a control group 
of clinicians (-n=150), who will receive no further instruction and provide a benchmark against which the effectiveness of 
continual intervention may be measured. Adult learning principles suggest that such reinforcement helps translate knowledge 
into practices with enduring value. Clinicians may benefit from the collegial relationship and outcomes-driven mentoring provided 
by the WebPanel. Outcome variables for Stage II will include the clinicians' confidence in pain management skills and Intent-to­
change by: (1) employing functional goals to guide patient care (2) implementing structured pain and risk assessment 
methodologies (3) monitoring breakthrough and persistent pain longitudinally and (4) documenting level of risk. 

Stage Ill 

A more precise measure of effectiveness may be obtained in a third and final stage of this study. A subset of clinicians from the 
Stage II intervention (n=-5 clinicians) and control groups (-n=5 clinicians) will invite as many as 10 patients each to participate in 
this stage (-N=100 patients; -n=50 experimental group; -n=50 control group). Appropriate disclaimers and IRB approval will be 
secured for each patient upon initiation of Stage II. Once Stage II is completed, patients in each group will complete a brief 
questionnaire (5 multiple choice questions). Outcome variables for Stage Ill will be patients' overall satisfaction with the 
consultations and satisfaction with the clinician's assessment of the quality, severity and temporal components of chronic pain. 
Differences in patient outcomes will be compared between the Stage II intervention group and control group. The working 
hypothesis is that those patients treated by clinicians who received ongoing interventions will have sharper assessment skills, 
translating into discernable and self-reported differences in patient care. 

Importantly, this study design and methodology will provide qualitative and quantitative data longitudinally, throughout each stage 
of the study. Reported outcomes in physician performance and patient care-particularly those demonstrating sustainability­
may constitute publishable data for the Journal of Continuing Education in the Health Professions, a peer-reviewed journal 
specializing in CME. 

Ill. Educational Platform, Learning Objectives, and Needs Assessment 

Educational Platform 

Guided by an expert panel and comprehensive needs assessment, the educational initiatives within this platform are intended to 
disseminate chronic pain and risk management strategies to a multidisciplinary audience of clinicians who treat patients with 
chronic pain, including pain specialists, neurologists, rheumatologists, physical medicine and rehabilitation specialists, family 
practitioners, oncologists, and internal medicine and general practitioners. In a grant proposal to be submitted subsequently, 
physician assistants, nurse practitioners, and registered nurses will be addressed as an important secondary audience. 

Each activity will provide a venue for healthcare professionals to increase their clinical knowledge and awareness of pain and 
risk-mitigation strategies in the opioid-based treatment of chronic pain. Upon successful completion of the CME activities, 
healthcare professionals may use the CME credit(s) earned toward their licensure and/or certification requirements. 

Einstein and Asante have completed a thorough analysis of the current state of chronic pain education, researching publications 
and clinical trials, soliciting in-depth thought-leader feedback, and conducting a survey of potential participants regarding current 
practice patterns, existing educational opportunities, and the need for focused and targeted activities. 
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Asante has developed a proprietary approach to identifying unmet educational needs among clinicians, to tailoring educational 
programs accordingly, and to developing sensitive outcomes-based approaches to evaluating changes in awareness, knowledge 
and practice. Briefly, working with Einstein, Asante has employed its CSNA data which helps distinguish among clinicians with 
various levels of expertise. While the psychometric properties have yet to be fully determined, the questions reveal different 
approaches to the assessment and treatment of specific disorders. After identifying gaps in understanding among responders, 
specific replies are shared with thought leaders, who are asked to share their insights into a specific educational deficit and how 
it may be treated through targeted interventions. Finally, teleconference calls are then conducted to confirm identified gaps 
among target audiences. 

Based on this research and feedback, Einstein and Asante have identified specific educational needs within the therapeutic area 
and recommend addressing those needs via a series of educational approaches to chronic pain and risk management linking 
evidence-based medicine with expert perspective. 

Intended Audience 
These activities are developed for pain specialists, neurologists, rheumatologists, physical medicine and rehabilitation 
specialists, family practitioners, oncologists, and internal medicine and general practitioners 

Activity Goals 
It is the goal of these activities to increase their competence and abilities to treat and appropriately manage pain and learn 
important methods to incorporate risk management strategies into pain management plans. 

Learning Objectives 

At the conclusion of this program, participants will be better prepared to: 

1. Define, recognize, and independently assess breakthrough and persistent pain in patients with chronic pain syndromes 

2. Implement a multidimensional, continual, and vigilant assessment of persistent and breakthrough pain based, in part, on the 
phenomenology and inferred pathophysiology of the pain syndrome, patient function, goals, and level of risk 

3. Select appropriate patients for opioid-based management of persistent and breakthrough pain 

4. Employ multimodal opioid-based therapies tailored to the multidimensional pain assessment of patients with persistent and 
breakthrough pain 

5. Explain the respective roles of long-acting, short acting and rapid onset opioids in the management of persistent and 
breakthrough pain 

6. Distinguish clinical constructs of physical dependence, tolerance, pseudotolerance, addiction, pseudoaddiction and their 
impact on medical management of patients with chronic pain syndromes 

Clinical Survey and Needs Assessment (CSNA) 

Two thousand one hundred and thirty five surveys were e-mailed to U.S. based pain clinicians. One hundred and fifty-seven 
electronic surveys were completed (7% response rate). Respondents provided answers to several yes/no questions and to open­
ended questions about breakthrough and persistent pain management. Select questions from the survey are included below . 

.. Most (82%) of the sample employed multimodal and multidrug approaches 
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• Nearly 40% of respondents cited the need for more education on multimodal treatment strategies (eg, behavioral, relaxation 
strategies, cognitive behavioral therapy) 

• Approximately 74% of respondents cited a need to learn more about principles of opioid-based therapy, including when to 
prescribe, how to maintain, and when to discontinue opioids. ("How do I manage a patient with a legitimate pain syndrome 
who has broken the contract?") 

" Nearly half (47%) of the respondents agreed that opioid based therapy is time consuming, poorly reimbursed and increasingly 
difficult in this environment. Respondents agreed that guidance on formulating a treatment plan within the current 15-minute 
visit paradigm is needed. 

• An estimated 34% of respondents do not risk stratify their patients for problematic opioid use. 

• Few subjects ( <10%) disagreed with the notion that chronic pain comprises two distinct components (Sample responses 
below). Rather, the educational need appears to center on definitional issues, and how best to assess and treat the 
constructs. Operationalizing breakthrough and persistent pain, in other words, appears to be the threshold educational need. 

4' Most respondents (65%) used the Numeric Rating Scale to evaluate baseline pain, highlighting the need for education on 
thorough assessment strategies. 

• Only 55% of respondents provided an adequate definition of breakthrough pain. 

Question: How do you determine whether baseline persistent pain is controlled? Please elaborate as needed. 

"Actually, very complex assessment: I begin with comparing both the peak and average pain scores since 
last encounter, the frequency and duration, comparing these to values from the previous visit; the total daily 
long-acting and average short-acting (excluding transmucosal fentanyl) opioid dosages are calculated as oral 
oxycodone equivalents, and the percentage of short-acting medication of the total of the two components is 
estimated, and compared with last visit. In the interview, adjustments are made in interpretation of these 
"hard" data points based on any acute injuries or exacerbations which may have disturbed the balance that 
month, desirable increases in activity vs. overextension, and the end-effect on mood, sleep, energy, 
motivation, appetite, and perceived areas of improvement or deterioration are assessed. " 

Question: How would define breakthrough pain? 

Adequate definitions included: 

"Sudden onset or rapidly (a relatively soft subjective definition) escalating pain beyond usual tolerable levels 
(not just above baseline). I do not accept the additional qualification that it is of short duration or even 
necessarily spontaneously subsides; patients with CAPS I or II, TGN, PHN, or painful MS may experience 
flares that sustain for hours or even a full day." 

"Episodic occurrences, commonly related to changes in activity not well controlled by baseline pain 
medication use that works the majority of the time." 
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Inadequate breakthrough pain definitions included: 

,. Disturbing pain despite taking long acting opioid 

• I would just say it is an increase over baseline; the pain is getting worse or it still isn't well controlled in the 
first place 

• When a person still has pain on and off, while taking maintenance pain medications 

• Pain that occurs at the end of dose drop off of the long acting med regimen before the next dose is due 

• BTP is pain occurring in mid-dose regimen with chronic pain controlled by long acting narcotic 

• If the baseline pain is not managed then there will be more breakthrough pain. Baseline pain management 
requires maximizing dosages or other interventions 

• Pain that unexpectedly breaks through the baseline pain regimen, as distinct from activity related pain and 
end-of-dose pain 

Critical Assessment of Unmet Educational Needs in Chronic Pain Management 

Chronic pain is prevalent, underdiagnosed, often misdiagnosed, and undertreated. (Walid, 2008; Gore, 2006) Previously 
regarded as a symptom of underlying disorders, the neuroplastic changes that characterize chronic pain constitute a disease 
state unto itself, a state of peripheral and central sensitization and hyperexcitability that requires comprehensive, continual 
assessment and treatment. (Woolf, 2007) Chronic pain is a significant burden to the patient, impairing multiple dimensions of 
function-affective, cognitive, physical, and work-related-which, in turn, adversely affect public health. (McCarberg, 2008) 
Numerous epidemiologic studies have estimated an annual cost of 80 billion dollars in the United States alone, reflecting the 
more than 50 million people who have chronic pain syndromes. (APS, 2008) The incidence and prevalence of chronic pain 
syndromes is projected to increase as the population ages, particularly with such age-related syndromes as osteoporosis, low 
back pain, osteoarthritis, and multifocal joint pains. (Robinson, 2007) Many patients with chronic pain will be cancer survivors, a 
group recently estimated to include more than 10.8 million people. (Ries, 2008) The prevalence and cost of chronic pain, and its 
debilitating signs and symptoms, have driven pain practitioners, academicians and several medical societies to collaboratively 
develop screening methodologies, validated assessment tools, and multimodal treatment strategies that provide pain relief and 
improve patient function. All of these approaches require an ongoing commitment to medical education. (Stanos, 2008; Webster, 
2005; Passik, 2008) (CSNA; Learning Objectives 2, 3, 4) 

Chronic pain comprises heterogeneous and frequently complex disorders that often require opioid analgesics, a medication 
class with an equally complex pharmacology and epidemiology. (Pasternak, 2005) Opioids have long been regarded as a 
cornerstone in the treatment of cancer pain; numerous randomized controlled studies have documented their safety, tolerability 
and efficacy across a wide variety of cancer-related syndromes. (Pergolizzi, 2008; Ballantyne, 2005; Miaskowski, 2005; Carr, 
2004) Over the past 20 years, opioids have gained increasing, though not unqualified, acceptance for noncancer pain as well. 
(Ballantyne, 2008; Noble, 2008; Riley, 2008; Portenoy, 2007; Furlan, 2006; Coluzzi, 2005; Nicholson, 2003) Concerns about 
opioids in the management of moderate to severe pain of noncancerous origin, extensively reviewed elsewhere, help explain, at 
least in part, an unjustifiable undertreatment of pain, especially in the elderly. (Lin, 20007; Robinson, 2007; APS, 2005; 
Ballantyne and Mao, 2003) Educational programs are urgently needed to help clinicians select appropriate patients with cancer 
and noncancer pain syndromes for opioid-based pharmacotherapy, and to develop an individualized therapeutic regimen based 
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on the pain syndrome, level of risk, and goals of each patient. (Portenoy, 2008; Keeney, 2008; Comley, 2000) (CSNA; Learning 
Objectives 3, 4) 

Multidimensional comprehensive assessment strategies improve patient care and outcomes. (Barbuto, 2008; Breivik H, 2008; 
Davidson, 2008; Locker, 2007; Yennurajalingam, 2004) Identifying objective findings through a patient work up-including, for 
example, laboratory electrodiagnost1c and imaging studies-remains critical; however, clinicians must operationalize the 
International Association for the Study of Pain (IASP) definition of pain, which does not require actual tissue damage for pain to 
be experienced. (Merskey, 1994) Pain is an untestable hypothesis (Fishman, 2008); absent any objective data supporting the 
pain complaint, clinicians need to rely on patient function and quality of life as goals and benchmarks for success. Listening to 
the patient is indispensable. By characterizing the quality of the pain, its radiation pattern, and temporal profile-when is the pain 
minimal, and when is it excruciating?-the patient may help the clinician translate the phenomenology of the pain complaint into 
a pathophysiology that informs mechanism-based treatment. (Davies, 2008; Maag, 2006; Baron, 2006; Woolf, 2004) 

"We need to listen to monitor what's going on with these patients over time, to evaluate the results of 

therapy, and to control as best we can adherence to the plan of care through a very well thought out 

monitoring program, and then over time tailor and adjust therapies according to what happens. Because I 

think if there's one thing we've learned, it is that we really do not have great predictors of either efficacy or 

safety, except in a very obvious group of high-risk patients." Perry G. Fine, MD 

In time-constrained clinical practice, reducing irreducibly complex chronic pain syndromes is manifestly challenging; their broad 
phenomenology must therefore be assessed methodically, through a semi-structured approach over time. (Breiveik, 2008; 
Guarino, 2007; Passik, 2005) There is an urgent need for educational programs addressing practical solutions for ongoing 
patient assessment, several of which are briefly discussed below. (CSNA; Learning Objective 2) 

Assessment is a process that takes time, takes multiple encounters with the patient. And when I 

discuss with nurses the assessment of pain, I often say for all of us, we have to get the patient's 

pain story, and in our truncated world of a 15-minute patient visit, that's often a hard thing to 

achieve, trying to get the patient back with the appropriate frequency so we can detect the 

subtleties that need to be managed with these types of pain problems." 
Christine Miaskowski, PhD, RN 

First, pain mus1 be correctly classified to drive appropriate treatmen1 selection. (Baron, 2008) Underlying e1iologies of chronic 
pain vary considerably. Cancer pain syndromes may involve soft tissue, bones, or joints, and could be related to a 
polyneuropathy, plexopa1hy, or ano1her form of nerve injury. (Berger, 2006) Similarly, noncancer pain syndromes may involve 
chronic tissue injury, inflammatory disorders, or nerve injury. These disease classifications, although helpful, require additional 
insights into disease mechanisnrs. Gradually, clinicians are classifying less by disease than by inferred pathophysiology. (Woolf, 
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2004) Simply, chronic pain syndromes may have a nociceptive (somatic or visceral) component marked by constitutive activation 
of an otherwise intact nervous system. Inflammatory bowel disease, interstitial cystitis, osteoarthritis, and discogenic back pain 
are classified as nociceptive. Pain with a predominantly neuropathic component is characterized by reorganization of normal 
neural circuits, and includes cancer-related neuropathy, complex regional pain syndrome (CRPS), post-laminectomy syndrome, 
HIV-related neuropathy, central post-stroke pain, post-herpetic neuralgia, diabetic neuropathy, and phantom limb pain, among 
others. (Argoff, 2006; McMahon & Koltzenburg, 2005) Matching treatment to disease is gradually being eclipsed by matching 
treatment to mechanism, (Woolf, 2008; de Leon-Casasola, 2008; Baron, 2008) Clinicians require concerted educational efforts to 
understand this paradigm shift. (CSNA; Learning Objective 2) 

Second, temporal characteristics of chronic pain must be captured during each visit. Chronic pain is dynamic, ebbing and flowing 
as a function of movement, stress, and other idiosyncratic factors. (Davies, 2008; Bennett, 2005) The persistent, baseline 
component of pain, even when controlled, fluctuates; often, the pain breaks through an otherwise effective analgesic regimen. 
(Bennett, 2007) Breakthrough pain, the second temporal component of chronic pain, is an often overlooked clinical construct. 
(William, 2008; Swanwick, 2001) Recently discussed by an expert panel, breakthrough pain is a transitory pain more severe than 
the persistent baseline pain that adversely affects function or quality of life in patients who are receiving analgesic therapy on 
most days. (Expert Panel on Breakthrough Pain, 2006) The requirement for an adverse functional impact is essential for the 
management of BTP, and mirrors the increasing focus on function in the Federation of State Medical Boards (FSMB) model 
policy. (Fishman, 2008) Clinicians require expert guidance on how best to employ patient function as a standard by which to 
measure treatment success. (CSNA; Learning Objectives 2, 5) 

"An important question in pain management: Does an obsewed reduction in pain intensity 

translate into clinically relevant functional improvement? That is to say, because a patient says, 

"Yes, in fact I am experiencing an analgesic effect," does that lead to demonstrable, meaningful 

accomplishment of certain goals that we may say, other than pain relief, are ve,y important from a 

clinical or therapeutic standpoint?" Perry G. Fine, MD 

Epidemiologic studies have demonstrated that the majority of patients experience breakthrough pain; the prevalence in cancer 
patients is estimated at 64 %, and that in noncancer pain patients is closer to 7 4 %. (Portenoy t 990; Portenoy, 2006) Patients with 
breakthrough pain have decreased satisfaction with their analgesic regimen, increased healthcare utilization and associated 
costs, increased hospital visits and hospitalization, increased mood disturbances, and impaired function. (Abernethy, 2008; 
Taylor, 2007; Fortner, 2003; Fortner, 2002) Independent assessment and treatment of this clinical entity is therefore critical to 
patient care. (Taylor, 2007) Clinicians face formidable challenges, however. Breakthrough pain is a highly variable clinical 
construct-its duration, frequency, severity, and predictability vary among and within patients. (Portenoy, 2006; Mercadante, 
2002; Portenoy, 1990; Portenoy, 1989) Continual assessment helps characterize these temporal features and distinguish 
breakthrough pain from uncontrolled baseline pain. Clinicians require educational programs that help clarify breakthrough pain as 
a measurable and treatable clinical construct. (CSNA; Learning Objectives 1, 4) 

Third, a careful consideration of the risk-benefit relationship of opioids in the context of other pharmacologic and 
nonpharmacologic treatment options is critical to individualized patient care. (Fine and Portenoy, 2007) Russell K. Portenoy, MD 
and colleagues have developed a conceptual framework within which clinicians can decide to initiate, maintain, or discontinue 
opioid-based therapy. Specifically, the "Portenoy principles" require identifying the conventional therapeutic approach for the pain 
syndrome; evaluating the risk-benefit ratios of all feasible treatment options; assessing the risk of opioid-related adverse 
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pharmacologic outcomes (eg, gastrointestinal distress, sedation, endocrine dysfunction); and stratifying the risk of nonmedical 
opioid use. This approach helps structure opioid-based therapy consistent with risk, an increasingly critical driver of chronic pain 
management (Portenoy, 2004) Clinicians can benefit from an educational program that helps them incorporate the principles 
suggested by Dr Portenoy into their clinical practice. (CSNA; Learning Objective 1, 4) 

"Conventional management may not be evidence based and may not be appropriate for the 
individual person. But we all exist in a network of relationships with other physicians, other health 

care providers, a regulatory network, a legal network, a managed care network. And you need to 

have that understanding of conventional practices, within the network, in order to make an 

informed judgment. If you decide not to do what is conventional, from my perspective, that's totally 

okay. We do that every day as clinicians. We decide to do something that's not conventional. But, if 

it's not conventional, you need three things. You need a good reason. You need informed consent. 

And you need documentation." Russell K. Portenoy, MD 

Understanding the social milieu in which the patient lives and works, and obtaining the personal and/or family history of medical 
and psychiatric comorbidities, especially substance use disorders, creates a three-dimensional, biopsychosocial representation 
of the patient (Wasan, 2007; Adams, 2006; Wool, 2005) Validated screening tools-including the Opioid Risk Tool and the 
Screener and Opioid Assessment for Patients With Pain-are available to help stratify the risk of inappropriate opioid use. 
(Belgrade, 2006; Akbig, 2006; Webster, 2005) Such problematic opioid use includes failure to use the opioid as prescribed 
(misuse), the deliberate use of a drug for nonmedical reasons, in particular for psychotropic effects (abuse), and the willful or 
accidental transfer of the medication to others (diversion). (Katz, 2008; Katz, 2007) Amid the escalating epidemic of prescription 
opioid abuse, clinicians need expert insights into balancing the benefits of opioid medications with the risk of abuse, misuse, and 
diversion. (CASA, 2008; CASA 2005; SAMHSA, 2004) There is an unmet medical and educational need for thorough and careful 
assessment of biological, psychological, and social dimensions of patients with chronic pain. (Denisco, 2008; Martelli, 2004; 
Marcus, 2000) (CSNA; Learning Objective 2) 

Patients with chronic pain who are assessed as high risk may require a highly structured plan. (Gourlay, 2005) Pill counts, 
urine drug screening, weekly visits for prescription refills, pharmacy monitoring plans and treatment agreements are all available 
options. Risk mitigation is an inherently imprecise methodology, as familiar as it is essential. Patients with diabetes, 
hypertension, or schizophrenia all require careful stratification of risk. The universal applicability of risk stratification to all 
disciplines of medicine underscores its central importance and the need for ongoing education. (CSNA; Learning 
Objectives 2, 3) 

"In every sector of medicine, we always have to balance the risk or burdens of treatment against 

the benefits. The benefits in analgesic treatment are going to be pain relief, improved functionality, 

and decreased or at least more appropriate healthcare utilization. The risks include the side 

effects of the medication, diminution of quality of life as a result, and abuse behaviors, which can 

be problematic not only to the patient, but for our society." Neal E. Slatkin, MD 
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Multidisciplinary, collaborative pain management is often required, particularly for complex chronic pain syndromes with 
demonstrable biopsychosocial elements. (Stanos, 2007; Wiedemer, 2007) Clinical data and experience support the use of 
opioids, often in combination with behavioral, psychosocial, rehabilitative, and interventional treatments, customized to the 
individual patient's pain complaint, risk status, and goals. (Pergolizzi, 2008; de Leon-Casasola, 2008; Soares, 2007; Jensen, 
2006) Further, patient care is often improved by combining opioids with nonopioid analgesics-a20, tricyclic antidepressants, 
serotonin norepinephrine reuptake inhibitors, or nonsteroidal anti-inflammatory drugs. (Gilron, 2008) By targeting therapies at 
distinct neuraxial sites that transduce, transmit, modulate, and perceive pain signals, patients may receive opioid-sparing and 
additive analgesic effects. (Baron, 2008) 

The rationale for multidrug therapy has considerable face validity, although few randomized controlled studies have been 
performed to date. (Dworkin, 2007; Backonja, 2006; Kalso, 2005) As discussed, classifying pain as neuropathic or nociceptive 
significantly influences these combination treatment approaches. (Horowitz, 2007; Argoff, 2006) Recently, Gilron and coworkers 
reported the benefits of a morphine sulfate-gabapent1n combination for neuropathic pain. (Gilron, 2005) Many questions remain. 
Is there differential benefit to sequential or concurrent combination strategies? Should the maximal tolerated dose for 
monotherapy be achieved before combining a second agent? How should breakthrough pain be treated within this multidrug 
treatment paradigm? (Raja, 2005) These and other issues require educational fora to foster peer-to-peer learning and to capture 
the clinical experience with opioid-based multimodal approaches for persistent and breakthrough pain management. (CSNA; 
Learning Objectives 4, 5) 

In his recently published text, Responsible Opioid Prescribing: A Physician's Guide, Scott Fishman, MD, describes the model 
policy of the Federation of State Medical Boards (FSMB) for safe, rational, and transparent prescribing of opioids. (Fishman, 
2008) Briefly, the FSMB reinforces the need for thorough assessment and ongoing evaluation of the patient on the formulation 
and continual refinement of a therapeutic plan. Further, FSMB policy highlights the central importance of tailoring opioid-based 
therapy commensurate with the degree of risk, and based on a transparent, beneficent, and vigilant relationship with the patient. 
The paradigm for an opioid trial has been extensively documented, though rarely evaluated in randomized controlled studies. 
(APS Annual Meeting, 2008) Presently, experts recommend that physicians initiate a trial with predefined functional goals: to 
achieve control of the baseline pain and to assess and treat fluctuations that break through the multimodal analgesic regimen. 
(Dy, 2008; Pergolizzi, 2008; Davies, 2008: Portenoy, 2004) There is an urgent need for physicians to integrate this approach into 
their daily care of patients with chronic pain syndromes. (CSNA; Learning Objectives 1, 4, 5) 

"Clinicians should make sure that their records are generally complete, but the key is not to just 

document everything that's going on, but to be transparent about risk management, to recognize 

that every patient has risk, whether or not they are taking opioids, whether they are being treated 

for pain or treated for infections with antibiotics. There is risk in doing nothing, and there is risk in 

doing the treatment. Recognize the risk and have a plan for follow-up. If there is a problem, then 

there is a risk management plan." Scott M. Fishman, MD 
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Numerous guidelines and consensus statements recommend the use of regularly scheduled opioid agonists for cancer-related 
persistent pain. (Pergolizzi, 2008; Moulin, 2007; Trescot, 2006) In addition, "rescue" doses of short-acting and rapid-onset 
opioids are recommended for the intense fluctuations that often occur despite adequate control of baseline pain-namely, 
breakthrough pain. (Fishbain, 2008; Aronoff, 2005) For the past 20 years, evidence-based guidelines and empirical decision 
making in cancer pain management have become the basis by which to evaluate the roles and risks of opioid medications in 
chronic noncancer pain. (Ballantyne, 2007) Data continue to emerge demonstrating the utility of opioids for common noncancer 
pain syndromes. (Furlan, 2007; Eisenberg, 2005) Still, more rigorously controlled studies are needed; meanwhile, clinicians must 
balance evidence-based medicine with practice-based evidence when initiating and maintaining opioid-based therapies. (Davis, 
2004; Carr, 2004) 

Maintenance of the long-acting opioid (LAO)-based regimen requires continual monitoring and occasional baseline medication 
adjustments to achieve a measure of dose stability. (Portenoy, 2004) Robust trial data have demonstrated that pharmacologic 
outcomes-a favorable balance between analgesia and side effects-improve when, during this maintenance phase, 
breakthrough pain episodes are recognized, assessed, and treated. (Hagen, 2008; Portenoy, 2007; Simpson, 2007; Portenoy, 
2006; Zeppetella, 2006; Coluzzi, 2001; Portenoy, 1999; Christie, 1998) Challenges persist, however, and educational programs 
are required to provide guidance for clinicians to identify well-controlled baseline pain through continual assessment, allowing the 
independent and tight therapeutic management of breakthrough pain. (CSNA; Learning Objectives 1, 2, 5) 

"When clinicians see people who have inadequate pain relief back in their offices, and they're on a 

long-acting opioid, what it really boils down to during that visit is: Do you decide to raise the 

background opioid or do you add on another drug, and what drives your decision making at that 

critical point? And it will depend on how you view the pain phenomenology, the patient, and other 

factors. And I don't think it's a straightforward question in a disease state in which the best 

therapies only reduce the background pain by 57 percent.11 Steven D. Passik, PhD 

Breakthrough pain is not a unitary phenomenon; rather, several subtypes have been evaluated clinically and shown to have 
telltale characteristics that aid assessment and treatment. (Webster, 2008; Caraceni, 2004; Gutgsell, 2003) First, incident 
breakthrough pain may be precipitated by volitional (eg, gardening) or nonvolitional (eg, spasm) activity. (Svendsen, 2005) 
Second, breakthrough pain attributed to end-of-dose failure emerges with a periodicity that coincides roughly with the 
pharmacokinetic troughs of the baseline medication, typically an LAO. (McCarberg, 2001) Baseline dose adjustments may 
reduce the frequency and severity of these episodes, although the LAO may reach dose-limiting toxicities, causing some 
clinicians to switch opioid baseline medications or to prescribe a short-acting opioid to compensate for the drop in LAO serum 
levels. (Dy, 2008; De Leon-Casasola, 2008) Finally, idiopathic breakthrough pain is associated with paroxysmal spikes that may 
reach peak intensity in as little as 3-5 minutes. (Portenoy, 2006; Simon, 2006; Bennett, 2005; Portenoy, 1990) 

Clinical studies on the differential phenomenology of breakthrough pain subtypes have been limited. The threshold frequency for 
breakthrough pain episodes that warrants baseline medication adjustments has not been well established. (Svendsen, 2005) 
Absent clear experimental evidence, clinicians need guidance on the differential diagnosis of breakthrough pain, and the 
respective roles of long-acting, short-acting, and rapid-onset opioids. (Davies, 2008; Hagen, 2008: Portenoy, 2008) Case-based 
workshops, reviews of the evidence, and other expert insights into breakthrough pain management are urgently needed. (CSNA; 
Learning Objectives 1, 5) 
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11Can we add some questions to the concept of a comprehensive assessment that speak more to 

clinical meaningfulness of breakthrough pain and treatment selection? So, for instance, the time to 

onset, time to severe, or time to clinically meaningful effect. And activities you avoid in an attempt 

to prevent episodes may help define a scope of fluctuations that should be called breakthrough 

pain that aren't now described as such?" Russell K. Portenoy, MD 

Pain managemen1 perspectives continue to evolve. In particular, several concerns are often noted: lack of data supporting long­
term opioid therapy; the occurrence of addictive disease in a subset of patients; inexact risk mitigation methodologies; and the 
potential for hyperalgesia and for endocrine and immune dysfunction with long-term opioid exposure. (Korff, 2008; Ballantyne, 
2007) For some patients, opioids are associated with side effects (eg, constipation, pruritis, and sedation), poor tolerability, and 
serious adverse events such as respiratory depression and, as discussed, misuse, abuse, and diversion. (Harris, 2007) In 
add1t1on, clinicians need to clarify the nomenclature and clinical constructs of physical dependence, tolerance, pseudotolerance, 
addiction, and pseudoaddiction. (Jage, 2005; Savage, 2003) (CSNA; Learning Objective 6) These and other safety concerns­
identifying opioid-tolerant patients, for instance-rightly rank as paramount among clinicians, and demand continual and 
comprehensive evaluation of patient compliance and therapeutic response, informed by predefined functional goals. 
(Rosenblum, 2008) Educational programs should raise awareness of these issues and provide practical guidance to minimize 
their impact on patient care. (CSNA; Learning Objectives 2, 4) 

"For some patients, the therapeutic window is the size of the Texas plains and you can give them 

medicines without much worty. But there are individuals who are extremely sensitive to medicines 

and instead of being the size of the Texas plains, the window is the size of a New York City street 

during rush hour: tight, small, and difficult to manage. When you're ftying to treat these patients, 

you need vety precise control of the medications." Michael J. Brennan, MD 
------· ·-. ----------------

Clearly, patient selection is the linchpin of effective opioid-based therapy. (Portenoy, 2008; Antoin, 2004) Individuals vary across 
multiple dimensions: in their response to nonpharmaco!ogic and pharmacologic treatment options; in their pain phenomenology; 
in their affective behavior during therapy; and in their propensity for irresponsible medication use. Despite current and emerging 
data, no one opioid molecule-oxycodone, fentanyl, or morphine, for instance-has an a priori advantage over another. And data 
delineating the respective roles of long-acting, short-acting, and rapid-onset opioids in managing the persistent and breakthrough 
components of chronic pain are only beginning to emerge. (Simon, 2005) Ctinicians thus need expert input on how best to 
structure opioid-based therapy in the context of a well orchestrated N-of-1 trial. 

Multidimensional assessment governs multimodal therapeutic decision making, but the gap between evidence-based medicine 
and the practical, day-to-day management of patients with persistent and breakthrough pain is considerable and, for some, even 
prohibitive. Rational, transparent prescribing of opioids among appropriately selected patients thus presents formidable 
challenges that can only be met by rigorous educational efforts. (CSNA; Learning Objectives 3, 4) 
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IV. Faculty and Programs 

Under the direction of David Kaufman, MD, Professor of Neurology and Psychiatry at Albert Einstein College of Medicine, and 
the Albert Einstein College of Medicine, qualified faculty will be selected and may include the following: 

Michael J. Brennan, MD 
Chief of Rehabilitation Medicine 
Bridgeport Hospital 
Bridgeport, Connecticut 

David A. Fishbain, MD 
Professor of Psychiatry, Adjunct Professor of 
Anesthesiology and Neurological Surgery 

Leonard M. Miller School of Medicine 
University of Miami 
Miami, Florida 

Scott M. Fishman, MD 
Professor of Anesthesiology 
Chief, Division of Pain Medicine 
University of California, Davis 
Sacramento, California 

Gordon Irving, MD 
Medical Director, Swedish Pain Center 
747 Broadway 
Seattle, Washington Seattle, WA 98122 

Bill McCarberg, MD 
Founder, Chronic Pain Management Program 
Kaiser Permanente 
Escondido, California 

Sebastiano Mercadante, MD 
La Maddalena Cancer Center 
University of Palermo 
Pain Relief & palliative care 
Via S. Lorenzo Colli 312 
90146 Palermo, IT ALY. 

Christine Miaskowski, RN, PhD, FAAN 
Professor and Chair 
Department of Physiological Nursing 
UCSF School of Nursing, 
San Francisco, California 
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Judith A. Paice, RN, PhD 
Research Professor 
Northwestern University Feinberg School of Medicine 
Chicago, Illinois 

Steven D. Passik, PhD 
Clinical Psychologist 
Memorial Sloan-Kettering Cancer Center 
New York, New York 

John Peppin, DO, FACP 
Director 
Iowa Pain Management Clinic 
Des Moines, Iowa 

Russell K. Portenoy, MD 
Chairman 
Department of Pain Medicine and Palliative Care 
Beth Israel Medical Center 
New York, New York 

Neil E. Slatkin, MD, DABPM 
Director 
Department of Supportive Care, Pain & Palliative Medicine 
City of Hope Medical Center 
Duarte, California 

Lynn R. Webster, MD, FACPM, FASAM 
Medical Director 
Chief Executive Officer 
Lifetree Clinical Research and Pain Clinic 
Salt Lake City, Utah 

Giovambattista Zeppetella, MD 
St Clare Hospice 
Hastingwood Road 
Hastingwood, Essex CM17 9JX, UK 
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Einstein and Asante recommend developing a comprehensive, accredited, and integrated CME initiative comprising each of the 
proposed tactics. Further, we recommend folding the educational programs and materials under a unifying and meaningful 
acronym, linking them conceptually, and assuring cl inicians of their quality, accuracy, and clinical relevance. 

Cases and 
Live Commentary 

(Mar, Apr, Jun) 
t 

Print/ Enduring Monograph 
(Sept) 

Online 

i 
Online 
(Sept) 

Chronic Pain Management 
Preceptorship Program 
(January-December 2009) 

Teleconferences Full Day 
Regional (Apr) 

l 
Monograph 

(Jun) 
t .. 

Online 
(J~) 

(Mar) 

j 
! 

Satellite 
Webcast 

(May) 

Pain/Risk 
Management 
Compendium 

(May) 

International 
Experts Forum 

(Feb) 

l 
Position Paper 

(Ju1JuQ 

on1'ine 
(Jun) 

\------------- - ~ ~ ~an~~~~:~~~-~,_: __________ .~) 

Chronic Pain Management Preceptorships 

In this pilot program, approximately two-hundred (-n=200) US-based pain management clinicians will participate in a 
preceptorsh1p focusing on opioid-based care of patients with chronic pain. The program will provide a forum for each clinician to 
interact with national thought leaders via monthly WebPanel series. The interactions will be structured around previously 
identified areas of educational need and interest, as determined by CSNA and as described i~ the learning objectives. An initial 
30-minute teleconference call with the community-based pain clinicians and national thought leader will launch the pilot program, 
followed by 15-30 minute quarterly WebPanel calls and, potentially, a meeting at a major medical congress, half-day or full-day 
regional meeting. Participants will be required to participate in at least three distinct activities; and would be encouraged to 
participate in a live regional meeting, to be held near to a Pain Center of Excellence identified by the American Pain Society (see 
below). Upon completion of this program, participants will receive up to 4 hours of CME credit and a complimentary copy of 
Rational Opioid Prescribing, A Physician's Guide, by Scott Fishman, MD, and/or a copy of Diagnosis and Treatment of 
Breakthrough Pain, by Perry Fine, MD. Together, the books effectively summarize the essential elements in developing opioid­

based regimens for patients with chronic pain syndromes. 

Participants will be encouraged to share their newly acquired knowledge with their colleagues, potentially through a variety of 
outlets, including, but not limited to, in-services, lectures, and institutional publications. Upon completion of the educational 
series, and demonstration of improved and durable improvements in awareness, knowledge and performance (see Outcomes 
Measurement), select clinicians may be invited to participate as adjunct faculty for 201 0 educational programs held in their 
respective regions. Working with national thought leaders, each adjunct faculty member will contribute to educational offerings­
some in their local communities-on the assessment, differential diagnosis, and individualization of care for patients with 
persistent and breakthrough pain, potentially creating regional centers of excellence in pain management. 
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''This proposed preceptorship is superb! This is exactly what many of us have been discussing as a 
significant need-both for pain and for palliative care. The link to the centers of excellence is 

great-these are wonderful clinical centers. Some are more academic (NYU, Brigham) and others 

are more of a private practice model. This would allow participants a wider array of experiences. 

The outcomes described are perfect." Judith A. Paice, PhD, RN 

Persistent and Breakthrough Pain Management in Cancer Survivors: Mechanism-Based Treatment 
for a Growing Patient Population (A Full-Day Regional Meeting) 

Chronic pain in cancer survivors is an important yet under-studied problem. The prevalence of patients in long-term remission 
from a variety of cancer syndromes continues to grow, as does the need for guidance on how best to manage their complex pain 
states, particularly those with other medical and psychiatric comorbidities. Chronic pain and other long-term sequelae related to 
the disease and to medical, surgical, and radiation treatments significantly impair patient function and healthcare utilization, 
increasing the burden of illness on patients, their families, and society. This full-day workshop will consist of a morning lecture 
and panel session with veteran clinicians either currently or formerly associated with Memorial Sloan-Kettering Cancer Center 
(MSKCC). Their tenure at this premier facility will serve as a backdrop against which cancer survivorship and advances in the 
care of patients with cancer-related pain will be evaluated. In the afternoon session, participants will engage in a Cases and 
Commentary roundtable discussion. 

Participants will receive a complimentary copy of Rational Opioid Prescribing, A Physician's Guide, by Scott Fishman, MD, and a 
copy of Diagnosis and Treatment of Breakthrough Pain, by Perry Fine, MD. The activity will be eligible for up to 8 hours of CME 
credit to physicians. Anticipated attendance is 75-100 physicians. 

Satellite Web-Broadcast 

Presently, the projection for attendance is 75-100 participants per full-day workshop, drawn primarily from the local and regional 
communities. To ensure access to other interested clinicians from across the country, a Web cast posted on Medscape or similar 
pain-related website (eg, www.pain.edu) is proposed. Distance learning is now turnkey, and each participant will be able to 
access the slide deck, related materials online, and highlights from the meeting. The activity will be eligible for up to 3 hours of 
CME credit to physicians. Anticipated reach is estimated to be over 20,000 physicians for the online activity. 

Cases & Commentary™ Workshop 

The Cases & Commentary™ Workshop format is based, In part, on a small group case-based learning (SGCBL) model, 
allowing attendees to discuss therapeutic decision making across several case studies. Participants will benefit from the peer-to­
peer design of the roundtable discussions, empowering them to listen, to probe, and to proffer solutions with their peers. The 
workshop provides a forum for exchange of insights into current diagnostic and therapeutic strategies. For those participants 
whose approach to decision making is aligned with that of their peers and thought leaders, the workshop will validate their own 
practice. Most participants will acquire knowledge across multiple facets of complicated disease states and patient care. 

Eligible for 4 hours of CME credit each, the workshop will include no more than 50-75 participants (total n=~225), who will 
engage in small group discussions to evaluate best practices in persistent and breakthrough pain management. Each study 
group may include neurologists, physiatrists, anesthesiologists, and psychologists, and will be facilitated by a key thought leader 
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in pain medicine. In evaluations of previous workshops, most attendees rated the overall activity as "excellent," providing 
favorable comments regarding both the faculty and learning environment. 

The meetings will be presented at regional locations across the country, selected from the 2007 American Pain Society Centers 
of Excellence. Suggested venues therefore may include the following: 

• NYU Medical Center / Hospital for Joint Diseases, Bellevue Hospital Center, Comprehensive Pain Management Center, New 
York 

• The Rosomotf Comprehensive Pain Center, Miami 

• Brigham and Women's Hospital, Pain Management Center, Department of Anesthesiology, Perioperative and Pain Medicine, 
Boston 

• UCSF Pain Management Center and UCSF PainCARE, Center for Advanced Research and Education, San Francisco 

• Cincinnati Children's Hospital Medical Center, Division of Pain Management 

Cases & Commentary Monograph 

The case-based discussions will be audiotaped and provide substantial commentary ideally suited for a 4,500 word print 
monograph. The monograph will be posted on a pain-relevant website (eg www.medscape.com; www.pain.edu), distributed to 
pain specialists through Pain Medicine News, a leading trade journal with a wide readership, and/or through PainClinician TM, our 
proprietary database and quarterly distribution vehicle. Written in a narrative style, the case-based monograph will convey best 
practices in the initial patient presentation, assessment, diagnosis, and formulation and ongoing refinement of therapeutic plans 
for chronic pain. Successful completion of a 10-question multiple-choice self-assessment examination based on the content 
presented is necessary to receive a certificate of completion. Participants must score 70% or higher and are allowed 2 attempts 
to successfully complete the exam. Upon successful completion of the monograph, physicians may use the CME credit earned 
toward their licensure and/or certification requirements. The activity will be eligible for 1 hour of credit to physicians for 1 year 
from the issuance date. Anticipated reach is estimated to be over 45,000 physicians for the print monograph in addition to 5,000-
10,000 on line recipients. 

International Expert Forum and Position Paper on Persistent and Breakthrough Pain Management 

Davies and coworkers recently published a task force series of recommendations on the management of breakthrough pain. 
(Davies, 2008) Interestingly, the experts stopped short of making specific treatment recommendations, and instead provided a 
conceptual framework to guide decision making. Citing the lack of evidence, the experts emphasized a carefully balanced and 
ongoing assessment and multimodal strategy for the management of breakthrough pain. 

In this proposed expert forum, three prominent US based pain clinicians will explore the findings and implications of the Davies 
report with and two European leaders (eg Giovambattista Zeppetella, MD, Sebastiano Mercadante, MD). The program will 
consist of several teleconference calls and/or videoconferences, potentially culminating in a meeting at a medical congress. 
Salient recommendations would provide the substrate for a 6,500-word position paper on persistent and breakthrough pain 
management, to be posted on a pain-relevant website, and distributed through PainClinician™, our proprietary database and 
quarterly distribution vehicle. Based on the response from pain clinicians who participated in an international forum on persistent 
and breakthrough pain management recently held in Glasgow, Scotland, this expert panel may receive acknowledgement from 
the International Association for the Study of Pain (IASP). The activity will be eligible for 1+ hour(s) of credit to physicians for 1 
year from the issuance date. Anticipated reach is estimated to be over 35,000 physicians for the print portion in addition to over 
15,000-20,000 online recipients . 
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Teleconference Series 

A CME audio teleconference brings together the live educational format preferred by many healthcare professionals with the 

convenience of participating in the activity at home or in the office. Available to a national audience, this format provides 

clinicians wtth an opportunity to participate in a lecture led by a thought leader as well as to interact with peers across the 
country. 

This activity will be presented eight (8) times by nationally recognized thought leaders in pain management. Anticipated 

participation in each broadcast will be 25-50 participants (total n=~200-400), they will be approximately 45 minutes in length , with 

a 10-minute question-and-answer session completing the program. A teleconference syllabus will be mailed to the participants 

48 hours prior to the presentation. Participants will phone in to a reserved line to listen to the lecturer elaborate on the slide 

content. The activity will be eligible for 1 hour of CME credit to participants. 

Teleconference Series Monograph 

The teleconferences will be audiotaped and provide commentary ideally suited for a 4,500 word print monograph. The 

monograph will be posted on a pain-relevant website, distributed to pain specialists through Pain Medicine News, a leading trade 

journal with a wide readership, and direct-mailed to pain practitioners enrolled In PainClinician ™, our proprietary database. 

Written in a narrative style, the case-based monograph will convey best practices in persistent and break1hrough pain 
management. Successful completion of a 10-question multiple-choice self-assessment examination based on the content 

presented is necessary to receive a certificate of completion. Participants must score 70% or higher and are allowed 2 attempts 

to successfully complete the exam. Upon successful completion of the monograph, physicians may use the CME credit earned 

toward their licensure and/or certification requirements . The activity will be eligible for 1 hour of credit to physicians for 1 year 

from the issuance date. Anticipated reach is estimated to be over 45,000 physicians for the print monograph in addition to over 

5,000-10,000 on line recipients. 

Albert Einstein's Persistent and Breakthrough Pain Reference Compendium 

Editor: Russ~!! :{. Portenoy. l\,~r"l ?~')fl"" P:Of of Neurology 

Reference manuals provide healthcare professionals with an authoritative educational tool in a condensed format that is easily 

transported from one clinical setting to another. This reference compendium will provide pain clinicians with practical information 

in a condensed format for quick reference. Pain and risk screening tools, equianalgesic dosing and other relevant information will 

be included. This text will include frequently asked questions and answers culled from various fora, including teleconferences 

and regional meetings. Posed by community pain clinicians, nurses, and psychologists, the questions address the fundamental 

issues In the management of chronic pain syndromes, from cancer-related pain to osteoarthritis. The responses will be drafted 

by leading experts in the field; a guest editor for this annual series will provide a preface and additional commentary throughout 

the text. Exhaustively referenced, this print activity will be available online and eligible for 1-2 hours of continuing education credit 

to participants. A 10-question multiple-choice self-assessment examination based on the content presented will be included. 

Successful completion of the posttest is necessary to receive certificate of completion/statement of credit. Anticipated reach Is 

estimated to be over 45,000 physicians for the print monograph in addition to 5,000-10,000 online recipients. 
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Additional Tactics for Future Consideration 

In this print and online series, expert thought leaders will elaborate on the seminal studies supporting the management of 
persistent and breakthrough pain, conducted over the past twenty years, since Ors Portenoy and Hagen published their seminal 
work in 1990. Abstracts of select studies will be included, and will help frame the discussion on salient issues in chronic pain 
management. Randomized controlled studies include patient populations with rigorously defined inclusion and exclusion criteria, 
often precluding generalizable and practical recommendations. Here, clinicians will discuss several landmark study findings, their 
limitations and implications for current approaches to assessment and individualization of patient care. Particular emphasis will 
be placed on the soon-to-be published guidelines from the American Pain Society, providing pain clinicians with guidance on 
how to interpret and implement their recommendations, bridging the gap between what we know and what we don't know with 
practice based clinical experience and evidence. 

Web-Based Decision Tree (Program Name and URL Will Be Provided Upon Request). 

This activity purports to integrate the expert clinical experience with the Level 1 Evidence of randomized controlled studies. Two 
objectives are served. First, clinicians acquire a more in-depth understanding of the evidence-based recommendations in various 
guidelines. (Of note, the American Pain Society will be publishing its guidelines in the near term.) This knowledge will help 
clinicians find a more practical expression of guidelines that too often cannot be implemented. Second, clinicians will refine their 
clinical judgment by engaging in structured decision making-the art of medicine-that drives patient care, particularly when 
specific evidence is lacking. In this Web-based activity, clinicians will be presented with case studies representative of the myriad 
issues in managing patients with persistent and break1hrough pain. Case studies may address chronic pain associated with 
tumor progression, radiation or chemotherapy-related pain in cancer survivors, diabetic peripheral neuropathy, and chronic low 
back pain. 

Upon reviewing salient data-including, for instance, patient history, comorbidities, prior treatment history, pathophysiology, 
imaging studies, and laboratory findings-the clinicians will develop in step-by-step fashion a course of action. At each step, from 
assessment and diagnosis; to the initial and revised treatment, the clinician may choose among several options, each informed 
by well-designed studies and each having risks and benefits. These data will, of course, only be available to the clinicians upon 
making their selections. With only one "click," clinicians will gain access to a brief abstract summarizing the available evidence 
and a video of a thought leader roundtable discussion framing the available evidence. Links to seminal scientific and/or 
randomized controlled studies will be readily accessible and adjacent to each video presentation. When available, evidence­
based outcomes-eg, pain reduction and functional improvement-of each treatment selection will be discussed. This self­
directed case-based learning provides a familiar educational format for healthcare professionals based on adult learning 
principles, and consistently rates as a highly effective means by which to educate clinicians. 

Case-In-Point and Accompanying Monograph 

This roundtable discussion will feature several pain specialists, two from prominent academic centers and another from private 
practice. Faculty will present several complicated case studies, elaborating on the evidence for various treatment modalities. 
Twenty-five community-based clinicians-neurologists, psychologists, physician assistants, and nurses-will be invited to listen 
and to Join in the discussion at appropriate times. This "chronic pain-in-the round" program will be video captured to form the 
basis for podcasts posted on a pain management Web site (eg, www.pain.edu) that includes practical, eviden_ce-based 
resources for pain specialists. 
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The recorded sessions are edited professionally and reduced to 10-minute video vignettes, concise and uninterrupted 
discussions that capture the thought leaders' expert insights into the management of persistent and breakthrough pain. Print 
editorials written by community pain clinicians will accompany the video vignettes, reinforcing the major themes and providing an 
opportunity for academic thought leaders to partner with local clinicians, each managing patients with chronic pain. This 
innovative Web-based format allows clinicians to participate immediately in each activity at a self-directed pace from their 
computers-accommodating even the busiest of schedules. 

A monograph will be developed to provide additional context for the video case studies. A 10-question multiple-choice self­
assessment examination will also be included, reflecting the content discussed in each video vignette and accompanying print 
editorials. Successful completion of the posttest is necessary to receive a certificate of completion, or a statement of credit 
Participants must score 70% or higher and are allowed 2 attempts to successfully complete the exam. Upon successful 
completion of the examination, healthcare professionals may use the CME credit earned toward their licensure and/or 
certification requirements. Each vignette-prime examples of which may be e-mail blasted to the target audience of pain 
specialists-will be eligible !or 1 hour of credit for 1 year from the issuance date. 

Literature Surveillance 

Quarterly reports summarizing in an easy-to-read style results from a formal literature surveillance will be shared with select 
faculty and preceptorship clinicians. Designed to identify new developments in the management of chronic pain, the reports will 
monitor clinical trial data, guideline updates, FDA approvals and warnings, and emerging issues in pain medicine. 
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V. Program Recruitment, Awareness, and Distribution 

Program Recruitment, Awareness, and Distribution 

All live, print, and online programs will have specific recruitment, awareness, and distribution methods contained to ensure that 

the programs have the best opportunity for educational uptake and acceptance. These recruitment methods have been validated 
for past programs and have proven cost effective while maximizing reach and distribution to targeted audiences. These methods 
include live, print, and online components as detailed below. 

PainClinician'., 

PainC/inician™ is a compendium of advances in the management of chroriic pain, distributed quarterly to pain specialists and 

other healthcare professionals interested in chronic pain management. Our proprietary database of the same name will ensure 
distribution to the primary audience of pain practitioners. Distribution methods include direct mail, distribution at AAPM, APS, and 

other selected pain management meetings throughout the year. Total quarterly distribution is estimated to be over 25,000. In 
addition to outlining the accredited package contents, each quarter and through an introductory letter, a leading pain 

management clinician will highlight the most recent and important dialogues and discussions involving pain medicine. 

Pain Medicine News 

The enduring activity will be a stand alone monograph of 12 journal sized pages distributed with an early 2009 issue of Pain 
Medicine News to its full circulation of approximately 46,500 clinicians. Pain Medicine News is a bimonthly publication circulating 
to physicians in the 12 specialties that most commonly treat patients with pain: emergency medicine physicians: neurologists: 
oncologists; orthopedic surgeons; pain management, pain medicine, and palliative pain medicine specialists; physical medicine 
and rehabilitation specialists; primary care physicians: and rheumatologists. 

Additional copies of the monograph will be distributed from the Pain Medicine News exhibit booth at national conferences. Pain 
Medicine News has a presence at 7 conferences throughout the year at which the monograph may be distributed at: 

• American Academy of Pain Medicine 

• American Academy of Pain Management 

• American Conference on Pain Medicine 

• American Pain Society 

• American Society of Regional Anesthesia and Pain Medicine Spring Meeting 

• American Society of Regional Anesthesia and Pain Medicine Fall Meeting 

• North American Neuromodulation Society 

Live and Online Components 

Live recruitment, awareness, and distributions campaigns will include attendance at various medical congresses and other 
relevant satellite pain meetings throughout the year. At these meetings, in addition to recruitment, awareness and distribution of 
ongoing programs to attendees, enrollment into the PainC/inician TM database and program will occur. A thorough online 
campaign including, but not limited to, MedScape, www.pain.edu, Sermo and other pain-related services, to generate interest in 
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existing and future educational programs will also ensure maximizing the uptake, awareness, acceptance, and ultimately, 
participation in the ongoing series of educational programs. 
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Please see attached 
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November 6 , 2008 

\, ], :j t 11,,l 

Educational Grant Review Committee 
Cephalon 

Dear Sir and/or Madam, 

On behalf of the Albert Einstein College of Medicine & Montefiore Medical Center, Center of 

Continuing Medical Education (CCME) and our Educational Collaborator and Joint Sponsor, 

Asante Communications LLC, I am requesting an educational grant from Cephalon In the 

amount of $1 ,462,375 00 to be used to help support several CME accredited activities , These 

activities will focus on the topic of chronic pain management with the goal of providing clinicians 

with a learning forum to develop practical methods to appropriately assess and manage pain 

CCME , with assistance from its educational collaborator, Asante Communications LLC, an 

organization with professional staff that have extensive experience in developing and 

implementing activities such as those being proposed , is planning to develop a series of CME 

activities to address issues of pain management and to provide physicians with the necessary 

best-practice skills to be able to better diagnose and treat issues in pain management The 

activities will include: 
• three (3) cases and commentary live meetings 

• one ( 1) monograph to be developed from materials presented at the cases and 

commentary meetings 
• one (1) on-line monograph (same as above) 

• eight (8) live te ieconferences available for pa1iicipation at separate times 

• one (1 ) monograph to be developed from the materials presented during the 
teleconferences 

• one (1) on-line monograph (same as above) 
• one ( 1} live regional meeting 

• one (1) satellite webcast whi ch will include highlights from the live regional meeting 

• one (1) non-CME international forum of experts, which wi ll be used to develop a CME 

activity 
• one {1) CME position paper developed from the above international forum of experts 

• one (1) on-line position paper (same as above) 

• one (1) pain/risk management compendium to assist physicians in their clinical sett ings 

• one (1) on-l ine pain/risk management compendium (same as above) 

Each of these activit ies will include outcomes surveys to measure the practice performance 

changes of the participants of each activity, A further outcomes study/preceptorsh1p, utilizing a 

control group to measure and compare the effectiveness of cont inued educational interventions 

between the control group's practice performance and the group receiving additional 

educational interventions will be conducted and will include participants from the cases and 

commentary, teleconferences and regional meeting , Participants in this outcome study will be 

given an opportunity to opt in, 
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As an additional option we are offering to develop and execute a final outcome study, which will 

poll from a select group of participants from the above outcome study. The physicians would 

agree to join a final IRB approved study, which will assess patient satisfaction. This study will 

be developed and overseen by an approved IRB entity and will seek input from patients that 

agree to be part of the study. 

The working title of this comprehensive initiative is, Persistent and Breakthrough Pain: A 

Multidimensional Assessment and Multimodal Opioid-Based Treatment Strategies Initiative. 

Faculty for this 1nitiat1ve will be chosen to develop unique learning opportunities, which will 

enable pain management specialists, which will include: neurologists, rheumatologists, 

physiatrists , primary care physicians. internal medicine physicians, anesthesiologists and 

oncologists to increase their competence and abilities to treat and appropriately manage pain 

and learn important methods to incorporate nsk management strategies into pain management 

plans. 

We wi ll be using the requested grant for all the expenses related to the organization , capture 

and development of materials and for the accreditation and assessments of these CME 

activities 

The purpose of this letter is to provide you with information on how CCME is planning to 

organize all the logistics related to the production and accred1tat1on of these act1v1ties 

The Albert Einstein College of Medicine and Montefiore Medical Center, Center for Continu ing 

Medical Education and its Educational Collaborator and Joint sponsor, Asante Communications 

LLC . or our agents, will take full responsibility for both the medical content and logistical aspects 

of the following : 

• Select faculty and topics 
• Provide a faculty reviewer to make sure that all materials are free of bias and of 

professional scientific merit 
• Develop a marketing plan to reach an audience of appropriate participants 

• Provide sponsorship of the activities and maintain all books and records 

• File and prepare all appropriate documentation to allow the activities to be 

certified by Albert Einstein College of Medicine for AMA PRA credit 

• Administrate all financial accounting and bookkeeping 

• Prepare, distribute and summarize course evaluations 

• Develop, distribute and summarize outcomes surveys 

• Maintain records of participants , grade quizzes and provide certificates to requesters 

• Review and oversee the development of materials to ensure that the enduring 

material activities are in compliance with the AMA and ACCME Guidelines 

Each of the activities will be reviewed by one of our renowned faculty , who Is a specialist in the 

f ield of pain mnnogement They will also be responsible for working with Asante 

Communications LLC to identify needs, learner gaps, objectives , appropriate faculty and 

determine topics. 

Our tax ID number Is 13 1740114 (Montef1ore Medical Center). 
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The provider requires that 
• A!I significant relationships (e.g. consulting, grant recipient etc) between Cephalon and 

faculty members, or any ind;yid1.1al in a position to influence content must be disclosed to 
the parttc,pants of its CME: ac11v1ti8s 

ill Al: comrnerc,al interest supp,:::t be :-f!sclosed to part1c1pants prior to their participation in 
its Cf11IE= activ1t1e~: 

" ,\1: COis ot i:c➔nJl~y. c• 8ny::ne 1:--, ;, pos1t•on t·:) 1,,fiuer,'.~e c•:mte!•t ,vi!I L1e re,;cived !h roug:" 
, ; 1.?:::'.·•.u:1srns 01, esolu'.,,:,n devc<iopi:"i by hnsh:in for ar its GM£-. ac11vlt:•;::s 

E111ste1n 1~qu1res tha! 1t$ LO;\ w1t11 L:l:"ph21cn be signed by V,cto1 a Hitcher PhD, ,A.~,sociat~i 
Dean of CME at Albert F:.ins:,:;;n ColiAge cf Medicine and Dtrcc:tol' of CME ~t Montefiore Med1ca1 
Center. 01 Steven Jay Feld, Associate D1rectc-1r of CME at A'.t>ert Emste1n Cci!ege of Medicine & 
M0ntet1ore Medical Center . 

Please make checks payable to Mcn:efiore Medical Center 

Monteflore Medical Center is the University Hospital for t11e Albert Einste,n Coilege of Med1cme 
and al! Albert Emstc n College of t..-1edicine. CME finances are handled by Montefiore Medicai 
CrintGr 

01ecK pa~,ments shoukl be remitted to 
CCME 
3301 Bahoridge Avenue 
Bronx, NY 10467 
Attn Steven Fei.:; 

Ar-,y um1~'3·:l funds that were 1ecer,,,:,d from Cephalon 1n supp,)rt of these a~t,v,t1es will be 
rc:uned to Cep'·i,~ir, r: UPJ'l ~0111D:r:1:on of ·eccq:::;;liation 

If y;:-;L. r•3'.::a any 1._irthcr info:•T<:1lior; r:r hc~V~ any quesi1on~, th.a: re::,te t~> t:-us 9, :.:mt r~quest 

pica Re contact me at 7 18 8?0-66 / ·1 ext. 232. 

On bet1a!f of Aibert Einstein Colleoe of Medicine 6 Montefiore Medical Center. I would i!ke to 
thank Cep•·,alon for consideration of this rcques!. 

--J .:J 
,,,.J~._._~<-

St-s-ven Jay Fela 

c:.c Asante CGmmurncvtions LL C 

, .1 ' ' 
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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 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. 

9 
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Persistent and Breakthrough Pain 
Multidimensional Assessment and Multimodal Opioid-Based Treatment Strategies 

I. Introduction Letter 

II. Teleconference Series 
Program Overview 
Evaluation Summary 

Table of Contents 

Ill. Persistent and Breakthrough Pain Cases and Commentary™ Workshops 

Boston 
Program Overview 
Evaluation Summary 

San Francisco 
Program Overview 
Evaluation Summary 

Jacksonville (ASPMN) 
Program Overview 
Evaluation Summary 

IV. Full-Day Regional Meeting 

New York 
Program Overview 
Evaluation Summary 

V. International Experts Forum 

Program Overview 

VI. Full-Day Regional Meeting Satellite Webcast 

Program Overview 

VII. Durable Outcomes Study Webcast Series 
Program Overview 

VIII. PAINClinician.comrM 

Overview 
Editorial board 
Video interviews 

IX. Contact Information 

Confidential 
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Persistent and Breakthrough Pain 
Multidimensional Assessment and Multimodal Opioid-Based Treatment Strategies 

Educational Grant Review Committee 
Cephalon, Inc. 

Dear Sir and/or Madam: 

■ 
October 26, 2009 

On behalf of the Albert Einstein College of Medicine & Montefiore Medical Center, Center of Continuing Medical 
Education (CCME) and our Educational Collaborator and Joint Sponsor, Asante Communications LLC, I wish to 
present some information for Grant #2569, titled Persistent and Breakthrough Pain: Multidimensional Assessment and 
Multimodal Opioid-Based Treatment Strategies. 

Please find enclosed synopses andfor evaluation summaries from these educational tactics that have been completed 
to date: 1 Teleconference Series (April 2009), 3 Cases and Commentary™ Workshops (April, May, and September 
2009), 1 Full-Day Regional Meeting (June 2009), 3 Live-Streaming Web-Based Tutorials (August and September 
2009), 1 International Experts Forum (September 2009), and 1 Spin-off Satellite Webcast (October 2009). These 
documents will serve as reference materials for this meeting. 

Kindly please note that based on faculty recommendations and/or availability, the timing for several initiatives has been 
revised from the timeline included in the original grant request. The following schematic reflects the revised timeline of 
the platform deliverables . 

Programs D1stnbut1on Total reach Quarter 1 Quarter 2 Quarter 3 Quarter 4 

JF MAMJJASON D 

International E•perts Forum Lille E-;enl :n • Ill • ♦ 
Cases and Gomm entary Llwe Evenl 225 • i- ♦ ♦ ♦ 
Full-Da~ Regional Meeting Llwe Evenl 75-100 ♦ 
Teleconference Series LiW Event 200-400 • !Iii ♦ 

Full-Da~ Re 91onal 
PAINCliniclan.com•• 20-25,000 • • • Satellite Webcast 

Teleconference APS, AAPIII, AAPM&R 45-60,000 • Ill ♦ Pnnt Monog ra ph/Onil ne PAINCll1ician.comt• 

Pa1n/R1sk Management APS, AAPIII, AAPM&R 
45-611,000 • Compendium PAINCl'11caan.com' .. 

lnlernal1onal E,perts Forum APS, AAPM, AAPM&R ♦ 
Pos1t1on Pa~er/Onhne PAINCl11icaan.com 1111 45-60,000 

Precept orsh1p Program 300 

Finally, the following educational tactics are in development and will be delivered in Q4 2009: 1 Cases and 
Commentary™/Teleconference Series Spin-off Monograph, 1 International Experts Forum Monograph, 1 Pain and 
Risk Compendium. 

Sincerely, 

~~~ 
Steven Jay Feld 

Confidential Page 2 of 39 
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Persistent and Breakthrough Pain 
Multidimensional Assessment and Multinodal Opioid-Based Treatment Strategies 

Teleconference Schedule 

Date 

Monday, April 20, 2009 

Monday, April 20, 2009 

Tuesday, April 21, 2009 

Tuesday, April 21, 2009 

Wednesday,Apnl22,2009 

Wednesday,Apnl22,2009 

Thursday, April 23, 2009 

Thursday, April 23, 2009 

Faculty 

Perry G. Fine, MD-PROGRAM CHAIR 

Salt Lake City, Utah 

Michael J. Brennan, MD 
Fairfield, Connecticut 

CCME Reviewer 

David M. Kaufman, MD 
Bronx, New York 

Learning Objectives 

Time 

NOON-1 :00 PM 

6:30 PM-7:30 PM 

6:30 PM-7:30 PM 

8:00 PM-9:00 PM 

NOON-1:00 PM 

6:30 PM-7:30 PM 

NOON-1 :00 PM 

8:00 PM-9:00 PM 

■ 

Faculty 

Perry G. Fine, MD 

Perry G. Fine, MD 

Lynn R. Webster, MD 

Michael J. Brennan, MD 

Michael J. Brennan, MD 

Lynn R. Webster, MD 

David M. Simpson, MD 

David M. Simpson, MD 

David M. Simpson, MD 
New York, New York 

Lynn R Webster, MD 
Salt Lake City, Utah 

At the completion of this initiative, participants should be better prepared to: 

• Implement a continuous, multidimensional, and vigilant assessment of persistent and breakthrough pain based, in 
part, on the phenomenology and inferred pathophysiology of the pain syndrome, patient function, goals, and level 
of risk 

• Select appropnate patients for opioid-based management of persistent and breakthrough pain 

• Employ multi modal treatment strategies tailored to the multidimensional pain assessment of patients with 
persistent and breakthrough pain 

• Explain the respective roles of long-acting, short-acting, and rapid-onset opioids in the management of persistent 
and breakthrough pain 

Participation and Metrics 

Total registrants and certifications issued to date: 280 -

COnlidential Page 3 of 39 
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Persistent and Breakthrough Pain 
Multidimensional Assessment and Multimodal Opioid-Based Treatment Strategies 

Course Evaluation 

April 20-23, 2009 

Number of Registrants: 280 

■ 

1. Did the learning objectives, which clarify specific steps to address educational gaps (current vs best 
practices, meet the overall purpose of the activity? 

Response Rate 

Objective 1: Implement a continuous, multidimensional, and vigilant assessment of persistent and breakthrough 
pain based, in part, on the phenomenology and inferred pathophysiology of the pain syndrome, 
patient function, goals, and level of risk 

Yes 97.22% 
No 2.78% 

Objective 2: Select appropriate patients for opioid-based management of persistent and breakthrough pain 
Yes 98.61% 
No 1.39% 

Objective 3: Employ multimodal treatment strategies tailored to the multidimensional pain assessment of 
patients with persistent and breakthrough pain 

Objective 4: 

Yes g7_22% 
No 2.78% 

Explain the respective roles of long-acting, short-acting, and rapid-onset opioids in the 
management of persistent and breakthrough pain 
Yes 98.59% 
No 1.41% 

2. What percentage of the presentation was effective in teaching you something new? 

90% 11.27% 
70% 26.76% 
50% 28.17% 
30% 23.94% 
10% 9.86% 

3. This activity provided evidence-based information that will be useful to me in my job or practice. 

Yes 
No 

97.26% 
2.74% 

4. Did the infonnation received today confirm how you treat/manage patients? 

Yes 95.89% 
No 4.11% 

5. Will you make changes that will benefit patient care as a result of information received? 
If yes, please describe. 

Confidential 

Yes 
No 

80.95% 
19.05% 

Page4 of 39 
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• ■ 

Comments 

1. Teach other professionals 
2. Education 
3. Include education materials 
4. Better counseling 
5. Identify opioid tolerant patients 
6. Get the opioid agreements instituted in any office 
7. More aware of BTP 
8. Will reevaluate my use of opioids in my clinical practice 
9. Screening patients more often 
10. Better prepared to share this info with my patients and peers 
11. Get additional assistance managing medium-risk patients 
12. Consider rapid-onset opioids for breakthrough pain in more circumstances 
13. Ratio between long- and short-acting opioids 
14. Better assessment and management of BTP 
15. Assessment of B TP 
16. Drug rotation 
17. Carefully consider benefits and risks of opioid therapy for chronic pain 
18. Better assessment/asking about BTP 
19. Consider other options 
20. More accurate categorization of patient's status 

• 21. SOAPP-R score outcome 
22. Risk stratification 
24. Better techniques for BTP assessment 
25. Update assessment on chronic pain patients 
26. Assess and listen to patient 
27. Consider using fentanyl for BTP 
28. Reaffirmation of current practice parameters 
29. Evaluate patients more thoroughly before prescribing 
30. Use combination therapies more frequently 
31. Better assess and follow patient on pain treatments 
32. Use of newer delivery forms of fentanyl for breakthrough pain 
33. Prescribe more TCAs than SSR/s for neuropathic pain 

6. What subject matter not presented in this activity do you think should be included in future activities? 

Comments 

1. More highlights about fentanyl 
2. Complex & difficult topic, managing the uninsured a terrible problem 
3. Focus on the pediatric patient 
4. Methods of opioid rotation, side effect management 
5. More focus on etiology of BTP 
6. More detail about dosing rapid-onset fentanyl for patients including starting doses 
7. More case studies 
8. How to handle pain in methadone clinic patients 

• 9. Pain management in a patient with consistent multiple medical problems 
10. Pain management in psychiatric patients 
11. More detailed discussion of specific drugs 

Confntential Page5of 39 
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Multidimensional Assessment and Muhimodal Opioid-Based Treatment Strategies 

12. Management of addicted patients 
13. Side effects 
14. Opioid rotation/Dose conversion 
15. Details regarding prescribed monitoring program 
16. In depth review of non-pharmacological modalities effective for treatment of 
neuropathic pain or BTP 
17. Pediatric pain 
18. Dosages for medications 

■ 

19. Integrate/share risk assessment (Universal Precaution Paradigm) in chronic pain setting 
20. Factors in opting for long-acting opioids when a patient is controlled by short acting opioids 
21. Non-addictive, non-toxic naturalization medications as in 
German literature "Lipoic Acid", "Tumeric" for pain 
22. Use of breakthrough medications in patients on intrathecal therapies 

7. Was this CME activity "free of commercial bias" for or against any product? 

Yes 
No 

Optional Questions 

87.88% 
12.12% 

8. In comparison with other similar activities, how would you rate this activity? 

Excellent: 55.88% 
Good: 35.29% 
Average: 7.35% 
Fair: 1.47% 
Poor: 0.00% 

9. How would you rate this activity in the quality of its organization and professional manner in 
which it was conducted? 

Excellent: 
Good: 
Average: 
Fair: 
Poor: 

My Customer Service Experience 

10. Pre-/Off-site Registration 

Excellent: 
Good: 
Average: 
Fair: 
Poor: 

Confidential 

65.22% 
31.88% 
2.90% 
0.00% 
0.00% 

76.12% 
23.88% 
0.00% 
0.00% 
0.00% 
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Multidimensional Assessment and Multimodal Opioid-Based Treatment Strategies 

11. Other: 

Excellent: 
Good: 
Average: 
Fair: 
Poor: 

67.65% 
23.53% 
2.94% 
5.88% 
0.00% 

12. I wash my hands before and after each patient encounter. 

Always: 
Most of the Time: 

64.18% 
31.34% 

Sometimes: 4.48% 
Never: 0.00% 

13. As of today, I will wash my hands before and after each patient encounter. 

Always: 
Most of the Time: 
Sometimes: 
Never: 

Confidential 

78.79% 
15.15% 
6.06% 
0.00% 

■ 
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Speaker Evaluation 

April 20-23, 2009 

Ability to How Well Was Objectivity, Balance, Relevance to 
Communicate Topic Covered? & Scientific Rigor Your Practice 

Michael J. Brennan, MD 

Superior 40% 43.48% 33.33% 34.78% 

Excellent 52% 43.48% 58.33% 52.17% 

Satisfactory 8% 13.04% 8.33% 13.04% 

Unsatisfactory 0% 0% 0% 0% 

Presentation Addressed Gaps in Changing Your 

Competence: 29.03% 

Performance: 32.26% 

Patient Outcomes: 38.71% 

• Perry G. Fine, MD 

Superior 41.67% 54.55% 54.55% 27.27% 

Excellent 41.67% 18.18% 18.18% 36.36% 

Satisfactory 8.33% 27.27% 18.18% 36.36% 

Unsatisfactory 8.33% 0% 9.09% 0% 

Presentation Addressed Gaps in Changing Your 

Competence: 22.22% 

Performance: 44.44% 

Patient Outcomes: 33.33% 

David M. Simpson, MD 

Superior 42.86% 38.46% 38.46% 53.85% 

Excellent 50% 61.54% 53.85% 38.46% 

Satisfactory 7.14% 0% 7.69% 7.69% 

Unsatisfactory 0% 0% 0% 0% 

Presentation Addressed Gaps in Changing Your 

Competence: 30% 

Performance: 50% 

• Patient Outcomes: 20% 

Confidential Page 8 of 39 
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Multidimensional Assessment and Multimodal Opioid-Based Treatment Strategies 

Lynn R. Webster, MD 

Superior 

Excellent 

Satisfactory 

Unsatisfactory 

Ability to 
Communicate 

47.62% 

42.86% 

9.52% 

0% 

How Well Was 
Topic Covered? 

52.38% 

42.86% 

4.76% 

0% 

Presentation Addressed Gaps in Changing Your 

Competence: 30.77% 

Performance: 

Patient Outcomes: 

Confidential 

38.46% 

30.77% 

Objectivity, Balance, 
& Scientific Rigor 

57.14% 

38.10% 

4.76% 

0% 

■ 
Relevance to 
Your Practice 

52.38% 

42.86% 

4.76% 

0% 

Page9 of 39 
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Multidimensional Assessment and Multimodal Opioid-Based Treatment Strategies 

■ 

Cases and Commentary™ Workshop 

Saturday, April 25, 2009 I 8:00 am-12:00 pm 

The Westin Copley Place I Boston, Massachusetts 

Faculty 

Charles E. Argoff, MD-PROGRAM CHAIR 
Albany, New York 

Daniel Brookoff, MD, PhD 
Denver, Colorado 

Michael G. Byas-Smith, MD 
Atlanta, Georgia 

CCME Reviewer 

David M. Kaufman, MD 
Bronx, New York 

Learning Objectives 

James P. Rathmell, MD 
Boston, Massachusetts 

B. Todd Sitzman, MD, MPH 
Hattiesburg, Mississippi 

At the completion of this initiative, participants should be better prepared to: 

• Define, recognize, and independently assess breakthrough and persistent pain in patients with chronic 
pain syndromes 

• Implement a multidimensional, continual, and vigilant assessment of persistent and breakthrough pain based, in 
part, on the phenomenology and inferred pathophysiology of the pain syndrome, patient function, goals, and level 
of risk 

• Select appropriate patients for opioid-based management of persistent and breakthrough pain 

• Employ multimodal opioid-based therapies tailored to the multidimensional pain assessment of patients 
with persistent and breakthrough pain 

• Explain the respective roles of long-acting, short-acting, and rapid-onset opioids in the management of persistent 
and breakthrough pain 

Participation and Metrics 

Total attendee and certifications issued to date: 38 

COnfidenttal Page 10 of 39 

TEVA_MDL_A_00850115 



P-28694 _ 00156

• 

• 

• 
Confidential 

Persistent and Breakthrough Pain 
Multidimensional Assessment and Multimodal Opioid-Based Treatment Strategies 

Course Evaluation 

April 25, 2009 I Boston, Massachusetts 
Total Number of Attendees: 38 

■ 

1. Did the learning objectives, which clarify specific steps to address educational gaps (current vs best 
practices), meet the overall purpose of the activity? 

Response Rate 

Objective 1: Define, recognize, and independently assess breakthrough and persistent pain in patients with 
chronic pain syndromes 
Yes 100% 
No 0% 

Objective 2: Implement a multidimensional, continual, and vigilant assessment of persistent and breakthrough 
pain based, in part, on the phenomenology and inferred pathophysiology of the pain syndrome, 
patient function, goals, and level of risk 
Yes 100% 
No 0% 

Objective 3: Select appropriate patients for opioid-based management of persistent and breakthrough pain 
Yes 100% 
No 0% 

Objective 4: Employ multimodal opioid-based therapies tailored to the multidimensional pain assessment of 
patients with persistent and breakthrough pain 
Yes 100% 
No 0% 

Objective 5: Explain the respective roles of long-acting, short-acting, and rapid-onset opioids in the 
management of persistent and breakthrough pain 
Yes 100% 
No 0% 

2. What percentage of the presentation was effective in teaching you something new? 

0% 
70% 
50% 
30% 
10% 

45% 
20% 
20% 
15% 
0% 

3. This activity provided evidence-based information that will be useful to me in my job or practice. 

Yes 100% 
No 0% 

4. Did the information received today confirm how you treat/manage patients? 

Confidential 

Yes 
No 

100% 
0% 
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■ 
5. Will you make changes that will benefit patient care as a result of information received? 

Yes 
No 

If yes, please describe. 

Comments 

100% 
0% 

1. Better use of standardized risk assessment tools 
2. Prescribe opioids 
3. More formal upfront assessment using a tool to assess for potential dependence and/or abuse 
4. More patient education regarding issues 
5. Better viewpoint of where opioids fit on a continuum of care 
6. Use of charts 

6. What subject matter not presented in this activity do you think should be included in future activities? 

Comments 

1. Urine drug testing 
2. Pharmacodynamics and pharmacokinetics of pain drugs 
3. A little more interdisciplinary approach, although I realize this was not purpose of program 
4. Alternative pain therapies 
5. lnterventional ro/e-/T/SCS 
6. Apply and document risk stratification 

7. Was this CME activity "free of commercial bias" for or against any product? 

Yes 
No 

Optional Questions 

100% 
0% 

8. In comparison with other similar activities, how would you rate this activity? 

Excellent: 90% 
Good: 10% 
Average: 0% 
Fair: 0% 
Poor: 0% 

9. How would you rate this activity in the quality of its organization and professional manner in which it was 
conducted? 

Excellent: 80% 
Good: 20% 
Average: 0% 
Fair: 0% 
Poor: 0% 
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My Customer Service Experience 

10. Pre-/Off-site Registration 

Excellent: 
Good: 
Average: 
Fair: 
Poor: 

89.47% 
10.53% 
0% 
0% 
0% 

11. Onsite Registration 

Excellent: 100% 
Good: 0% 
Average: 0% 
Fair: 0% 
Poor: 0% 

12. Interaction With Staff/Workshop Facilitators 

Excellent: 89.47% 
Good: 10.53% 
Average: 0% 
Fair: 0% 
Poor: 0% 

13 . Conference Facilities 

Excellent: 90% 
Good: 10% 
Average: 0% 
Fair: 0% 
Poor: 0% 

14. Other: 

Excellent: 100% 
Good: 0% 
Average: 0% 
Fair: 0% 
Poor: 0% 

Comments 

■ 

I did not expect this format to be as useful as it was-very practical. I can use this information. 

15. I wash my hands before and after each patient encounter. 

Always: 75% 
Most of the Time: 25% 
Sometimes: 0% 
Never: 0% 

16. As of today, I will wash my hands before and after each patient encounter. 

Always: 75% 
Most of the Time: 25% 
Sometimes: 0% 
Never: 0% 
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Speaker Evaluation 

April 25, 2009 I Boston, Massachusetts 

Ability to How Well Was Objectivity, Balance, 
Communicate Topic Covered? & Scientific Rigor 

Charles E. Argoff, MD 

Superior 

Excellent 

Satisfactory 

Unsatisfactory 

100% 

0% 

0% 

0% 

Presentation Addressed Gaps in Changing Your 

Competence: 

Performance: 

Patient Outcomes: 

Daniel Brookoff, MD, PhD 

33% 

34% 

33% 

Superior 100% 

Excellent 0% 

Satisfactory 

Unsatisfactory 

0% 

0% 

Presentation Addressed Gaps in Changing Your 

Competence: 33% 

Performance: 

Patient Outcomes: 

Michael G. Byas-Smith, MD 

Superior 

Excellent 

Satisfactory 

Unsatisfactory 

34% 

33% 

100% 

0% 

0% 

0% 

Presentation Addressed Gaps In Changing Your 

Competence: 34% 

Performance: 

Patient Outcomes: 

Confidential 

33% 

33% 

100% 

0% 

0% 

0% 

100% 

0% 

0% 

0% 

100% 

0% 

0% 

0% 

100% 

0% 

0% 

0% 

100% 

0% 

0% 

0% 

100% 

0% 

0% 

0% 

■ 

Relevance to 
Your Practice 

100% 

0% 

0% 

0% 

100% 

0% 

0% 

0% 

100% 

0% 

0% 

0% 
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• ■ 
Ability to HowWellWas Objectivity, Balance, Relevance to 

Communicate Topic Covered? & Scientific Rigor Your Practice 

James P. Rathmell, MD 

Superior 100% 100% 100% 100% 

Excellent 0% 0% 0% 0% 

Satisfactory 0% 0% 0% 0% 

Unsatisfactory 0% 0% 0% 0% 

Presentation Addressed Gaps in Changing Your 

Competence: 40% 

Performance: 30% 

Patient Outcomes: 30% 

B. Todd Sitzman, MD, MPH 

Superior 80% 67% 78% 75% 

Excellent 20% 33% 11% 13% 

• Satisfactory 0% 0% 11% 12% 

Unsatisfactory 0% 0% 0% 0% 

Presentation Addressed Gaps in Changing Your 

Competence: 38% 

Performance: 31% 

Patient Outcomes: 31% 

• 
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■ 

Cases and Commentary™ Workshop 

Saturday, May 30, 2009 I 8:00 AM-12:00 PM 

Faculty 

Perry G. Fine, MD-PROGRAM CHAIR 

Salt Lake City, Utah 

Michael J. Brennan, MD 
Fairfield, Connecticut 

Scott M. Fishman, MD 
Sacramento, California 

CCME Reviewer 

David M. Kaufman, MD 
Bronx, New York 

Learning Objectives 

Pare 55 Hotel I San Francisco, California 

David M. Simpson, MD, MPH 
New York, New York 

Mark S. Wallace, MD 
San Diego, Galifornia 

Donna S. Zhukovsky, MD 
Houston, Texas 

At the completion of this initiative, participants should be better prepared to: 

• Define, recognize, and independently assess breakthrough and persistent pain in patients with chronic 
pain syndromes 

• Implement a multidimensional assessment of persistent and breakthrough pain based, in part, on the 
phenomenology and inferred pathophysiology of the pain syndrome, patient function, goals, and level of risk 

• Select appropriate patients for opioid-based management of persistent and breakthrough pain 

• Employ multimodal opioid-based therapies for patients with persistent and breakthrough pain 

• Explain the respective roles of long-acting, short-acting, and rapid-onset opioids in the management of persistent 
and breakthrough pain 

Participation and Metrics 

Total attendees and certifications issued to date: 34 
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Course Evaluation 

May 30, 2009 I San Francisco, California 

Total Number of Attendees: 34 

■ 

1. Did the learning objectives, which clarify specific steps to address educational gaps (current vs best 
practices), meet the overall purpose of the activity? 

Response Rate 

Objective 1: Define, recognize, and independently assess breakthrough and persistent pain in patients with 
chronic pain syndromes 

Yes 100% 
No 0% 

Objective 2: Implement a multidimensional assessment of persistent and breakthrough pain based, in part, on 
the phenomenology and inferred pathophysiology of the pain syndrome, patient function, goals, 
and level of risk 
Yes 
No 

100% 
0% 

Objective 3: Select appropriate patients for opioid-based management of persistent and breakthrough pain 
Yes 100% 
No 0% 

Objective 4: Employ multimodal opioid-based therapies for patients with persistent and breakthrough pain 
Yes 100% 
No 0% 

Objective 5: Explain the respective roles of long-acting, short-acting, and rapid-onset opioids in the 
management of persistent and breakthrough pain 
Yes 100% 
No 0% 

2. What percentage of the presentation was effective in teaching you something new? 

90% 
70% 
50% 
30% 

40% 
47% 
7% 
6% 

10% 0% 

3. This activity provided evidence-based infonnation that will be useful to me in my job or practice. 

Yes 100% 
No 0% 

4. Did the information received today confirm how you treat/manage patients? 

Confidential 

Yes 
No 

100% 
0% 
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■ 
5. Will you make changes that will benefit patient care as a result of information received today? 

If yes, please describe. 

Yes 
No 

Comments 

67% 
33% 

1. Less likely to image back pain patients; will try pregabalin 
2. Consider using scales 
3. Opioid dosing for chronic pain (x2) 
4. Better use of screening tools 

6. What subject matter not presented in this activity do you think should be included in future activities? 

Comments 

1. Providing scales (i.e., Brief Pain Inventory) would be helpful, so I can use them in my practice 

7. Was this CME activity "free of commercial bias" for or against any product? 

Yes 
No 

Optional Questions 

93% 
7% 

8. In comparison with other similar activities, how would you rate this activity? 

Excellent: 67% 
Good: 33% 
Average: 0% 
Fair: 0% 
Poor: 0% 

9. How would you rate this activity in the quality of its organization and professional manner in which 
it was conducted? 

Excellent: 
Good: 
Average: 
Fair: 
Poor: 

My Customer Service Experience 

10. Pre-/Off-site Registration 

Excellent: 
Good: 
Average: 
Fair: 
Poor: 

73% 
27% 
0% 
0% 
0% 

73% 
27% 
0% 
0% 
0% 
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• ■ 
11. Onsite Registration 

Excellent: 60% 
Good: 40% 
Average: 0% 
Fair: 0% 
Poor: 0% 

12. Interaction With Staff/Workshop Facilitators 

Excellent: 86% 
Good: 14% 
Average: 0% 
Fair: 0% 
Poor: 0% 

13. Conference Facilities 

Excellent: 64% 
Good: 29% 
Average: 7% 
Fair: 0% 
Poor: 0% 

14. Other: 

• Excellent: 100% 
Good: 0% 
Average: 0% 
Fair: 0% 
Poor: 0% 

Comments 

1. Good onsite signage directing participants to registration. 

15. I wash my hands before and after each patient encounter. 

Always: 79% 
Most of the Time: 21 % 
Sometimes: 0% 
Never: 0% 

16. As of today, I will wash my hands before and after each patient encounter. 

Always: 91% 
Most of the Time: 9% 
Sometimes: 0% 
Never: 0% 

• 
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• ■ 

Speaker Evaluation 

May 30, 2009 I San Francisco, CA 

Ability to HowWellWas Objectivity, Balance, Relevance to 
Communicate Topic Covered? & Scientific Rigor Your Practice 

Michael J. Brennan, MD 

Superior 29% 20% 20% 40% 

Excellent 71% 80% 80% 60% 

Satisfactory 0% 0% 0% 0% 

Unsatisfactory 0% 0% 0% 0% 

Perry G. Fine, MD 

Superior 60% 63% 63% 75% 

Excellent 40% 37% 25% 25% 

• Satisfactory 0% 0% 12% 0% 

Unsatisfactory 0% 0% 0% 0% 

Scott M. Fishman, MD 

Superior 50% 33% 33% 33% 

Excellent 50% 67% 67% 67% 

Satisfactory 0% 0% 0% 0% 

Unsatisfactory 0% 0% 0% 0% 

David M. Simpson, MD, MPH 

Superior 40% 33% 33% 33% 

Excellent 60% 67% 67% 67% 

Satisfactory 0% 0% 0% 0% 

Unsatisfactory 0% 0% 0% 0% 

Mark S. Wallace, MD 

Superior 50% 50% 67% 67% 

Excellent 50% 33% 33% 33% 

• Satisfactory 0% 17% 0% 0% 

Unsatisfactory 0% 0% 0% 0% 
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Ability to 
Communicate 

Donna S. Zhukovsky, MD 

Superior 100% 

0% 

0% 

0% 

Excellent 

Satisfactory 

Unsatisfactory 

Confidential 

How Well Was 
Topic Covered? 

100% 

0% 

0% 

0% 

Objectivity, Balance, 
& Scientific Rigor 

100% 

0% 

0% 

0% 

Relevance to 
Your Practice 

100% 

0% 

0% 

0% 
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■ 

Cases and CommentaryrM Workshop 

Friday, September 11, 2009 I 4:30 PM-8:30 PM 

The Hyatt Regency Jacksonville Riverfront I Jacksonville, Florida 

Faculty 

B. Todd Sitzman, MD, MPH-PROGRAM CHAIR 

Hattiesburg, Mississippi 

Paul M. Arnstein, RN, PhD 
Boston, Massachusetts 

Patricia M. Bruckenthal, PhD, RN, ANP-C 
Stony Brook, New York 

CCME Reviewer 

David M. Kaufman, MD 
Bronx, New York 

Learning Objectives 

Deb B. Gordon, RN, MS 
Madison, Wisconsin 

Keela A. Herr, PhD, RN 
Iowa City, Iowa 

April Hazard Vallerand, PhD, RN 
Detroit, Michigan 

At the completion of this initiative, participants should be better prepared to: 

• Define, recognize, and independently assess breakthrough and persistent pain in patients with chronic 
pain syndromes 

• Perform multidimensional and continual assessments of persistent and breakthrough pain based, in part, 
on the phenomenology and inferred pathophysiology of the pain syndrome, as well as patient function and 
treatment goals 

• Discuss important steps in the implementation, optimization, and long-tenn monitoring of multimodal opioid-based 
therapies for persistent and breakthrough pain with patients, families, caregivers, and physicians 

• Explain the respective roles of long-acting, short-acting, and rapid-onset opioids in the management of persistent 
and breakthrough pain 

Participation 

Total attendees and certifications issued to date: 60 
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Course Evaluation 

September 11, 2009 I Jacksonville, Florida 

Total Number of Attendees: 60 

■ 

1. Did the learning objectives, which clarify specific steps to address educational gaps (current vs best 
practices), meet the overall purpose of the activity? 

Response Rate 

Objective 1: Define, recognize, and independently assess breakthrough and persistent pain in patients with 
chronic pain syndromes 

Yes 96% 
No 4% 

Objective 2: Perform multidimensional and continual assessments of persistent and breakthrough pain based, 
in part, on the phenomenology and inferred pathophysiology of the pain syndrome, as well as 
patient function and treatment goals 

Yes 
No 

96% 
4% 

Objective 3: Discuss important steps in the implementation, optimization, and long-term monitoring of 
multimodal opioid-based therapies for persistent and breakthrough pain with patients, families, 
caregivers, and physicians 

Yes 98% 
No 2% 

Objective 4: Explain the respective roles of long-acting, short-acting, and rapid-onset opioids in the 
management of persistent and breakthrough pain 

Yes 96% 
No 4% 

2. What percentage of the presentation was effective in teaching you something new? 

90% 
70% 
50% 
30% 
10% 

33% 
27% 
32% 
8% 
0% 

3. This activity provided evidence-based information that will be useful to me in my job or practice. 

Yes 
No 

100% 
0% 

4. Did the information received today confirm how you treat/manage patients? 

Confidential 

Yes 
No 

100% 
0% 

Page23 of 39 

TEVA_MDL_A_00850130 



P-28694 _ 00171

• 

• 

• 
Confidential 

Persistent and Breakthrough Pain 
Multidimensional Assessment and Multimodal Opioid-Based Treatment Strategies 

■ 
5. Will you make changes that will benefit patient care as a result of information received today? 

Yes 
No 

If yes, please describe. 

Comments 

89% 
11% 

1. Comprehensive risk assessments (x3) 
2. Implement urine drug screening 
3. Try to implement more specific pain rating questions 
4. Use SOAPP-R and Passik's 5 A's 
5. Implement opioid agreements for all patients (x2) 
6. Use more pain evaluation tools 
7. Better assessment of breakthrough pain (x2) 
8. Try to question actual medication-taking protocol 
9. Consider screening all patients, universally 
10. Use new medications 
11. Consider use of rapid-onset medications in lieu of short-acting opioids for breakthrough pain 

6. What subject matter not presented in this activity do you think should be included in future activities? 

Comments 

1. None (x4) 
2. We had a great table-nothing! 
3. Posttraumatic stress disorder and traumatic brain injury 
4. Nursing/legal responsibilities in pain management 
5. Chemical dependency and mental illness in pain management 
6. Nonopioid management of chronic pain 

7. Was this CME activity "free of commercial bias" for or against any product? 

Yes 
No 

100% 
0% 

8. The provider of the activity has disclosed in writing or verbally the conflict of interest or lack thereof 
declared by the planners and presenters/content specialists. 

Yes 
No 

Optional Questions 

100% 
0% 

9. In comparison with other similar activities, how would you rate this activity? 

Excellent: 88% 
Good: 10% 
Average: 2% 
Fair: 0% 
Poor: 0% 
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■ 
10. How would you rate this activity in the quality of its organization and professional manner in which it 

was conducted? 

Excellent: 73% 
Good: 27% 
Average: 0% 
Fair: 0% 
Poor: 0% 

My Customer Service Experience 

11. Pre-/Off-site Registration 

Excellent: 65% 
Good: 31% 
Average: 4% 
Fair: 0% 
Poor: 0% 

12. Onsite Registration 

Excellent: 76% 
Good: 19% 
Average: 5% 
Fair: 0% 
Poor: 0% 

13. Interaction With Staff/Workshop Facilitators 

Excellent: 70% 
Good: 28% 
Average: 2% 
Fair: 0% 
Poor: 0% 

14. Conference Facilities 

Excellent: 77% 
Good: 19% 
Average: 2% 
Fair: 2% 
Poor: 0% 

15. other: 

Excellent: 100% 
Good: 0% 
Average: 0% 
Fair: 0% 
Poor: 0% 
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• ■ 

Comments 

1. Excellent method of teaching 
2. Dr Sitzman was excellent and encouraged our group to maximize our learning 
3. This was fun! 

16. I wash my hands before and after each patient encounter. 

Always: 84% 
Most of the Time: 16% 
Sometimes: 0% 
Never: 0% 

Jf you did not answer "Always," please list any factors acting as barriers. 

1. Not when I meet patients in the hall 
2. emergency situations 
3. Short on time 
4. Also use topical antiseptics 

17. As of today, I will wash my hands before and after each patient encounter. 

Always: 93% • Most of the Time: 7% 
Sometimes: 0% 
Never: 0% 

• 
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• ■ 

Speaker Evaluation 

Ability to How Well Was Objectivity, Balance, Relevance to 
Communicate Tooic Covered? & Scientific Riaor Your Practice 

Paul M. Arnstein, RN, PhD 

Superior 56% 50% 78% 63% 
Excellent 44% 50% 22% 37% 
Satisfactory 0% 0% 0% 0% 
Unsatisfactory 0% 0% 0% 0% 

Patricia M. Bruckenthal, PhD, RN, ANP-C 

Superior 88% 88% 88% 88% 
Excellent 12% 12% 12% 12% 
Satisfactory 0% 0% 12% 0% 
Unsatisfactory 0% 0% 0% 0% 

Deb B. Gordon, RN, MS 

• Superior 50% 60% 50% 50% 
Excellent 50% 40% 50% 50% 
Satisfactory 0% 0% 0% 0% 
Unsatisfactory 0% 0% 0% 0% 

Keela A. Herr, PhD, RN 

Superior 91% 100% 82% 82% 
Excellent 9% 0% 18% 18% 
Satisfactory 0% 0% 0% 0% 
Unsatisfactory 0% 0% 0% 0% 

April Hazard Vallerand, PhD, RN 

Superior 71% 61% 71% 65% 
Excellent 29% 33% 29% 35% 
Satisfactory 0% 6% 0% 0% 
Unsatisfactory 0% 0% 0% 0% 

B. Todd Sitzman, MD, MPH 

Superior 60% 60% 70% 70% 
Excellent 40% 40% 30% 30% 
Satisfactory 0% 0% 0% 0% 
Unsatisfactory 0% 0% 0% 0% • 
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Faculty 

Full-Day Regional Meeting 

Saturday, June 13, 2009 I 8:00 AM-3:05 PM 

The Grand Hyatt I New York, New York 

Russell K. Portenoy, MD-PROGRAM CHAIR 

New York, New York 
Steven D. Passik, PhD 
New York, New York 

Michael J. Brennan, MD 
Fairfield, Connecticut 

Nathan I. Cherny, MBBS 
Jerusalem, Israel 

Subhash Jain, MD 
New York, New York 

Srinivas Nalamachu, MD 
Overland Park, Kansas 

CCME Reviewer 

David M. Kaufman, MD 
Bronx, New York 

Learning Objectives 

David M. Simpson, MD, MPH 
New York, New York 

Steven P. Stanos, DO 
Chicago, Illinois 

Theodore Wein, MD 
Montreal, Quebec, Canada 

Sharon M. Weinstein, MD 
Salt Lake City, Utah 

At the completion of this initiative, participants should be better prepared to: 

■ 

• Define, recognize, and independently assess breakthrough and persistent pain in cancer survivors 

• Implement a multidimensional, continual, and vigilant assessment of persistent and breakthrough pain based, in 
part, on the phenomenology and inferred pathophysiology of the pain syndrome, patient function, goals, and level 
of risk 

• Select appropriate patients for opioid-based management of cancer- or treatment-related persistent and 
breakthrough pain 

• Employ multimodal opioid-based therapies tailored to the multidimensional pain assessment of patients with 
persistent and breakthrough pain 

• Explain the respective roles of long-acting, short-acting, and rapid-onset opioids in the management of persistent 
and breakthrough pain 

Participation 

Total attendees and certifications issued to date: 80 
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Course Evaluation 

June 13, 2009 I The Grand Hyatt I New York, New York 

Total Number of Attendees: 80 

■ 

1. Did the learning objectives, which clarify specific steps to address educational gaps (current vs best 
practices) meet the overall purpose of the activity? 

Response Rate 

Objective 1: Define, recognize, and independently assess breakthrough and persistent pain in cancer survivors 

Yes 
No 

100% 
0% 

Objective 2: Implement a multidimensional, continual, and vigilant assessment of persistent and breakthrough 
pain based, in part, on the phenomenology and inferred pathophysiology of the pain syndrome, 
patient function, goals, and level of risk 

Yes 100% 
No 0% 

Objective 3: Select appropriate patients for opioid-based management of cancer- or treatment-related persistent 
and breakthrough pain 

Yes 
No 

100% 
0% 

Objective 4: Employ multimodal opioid-based therapies tailored lo the multidimensional pain assessment of 
patients with persistent and breakthrough pain 

Yes 98% 
No 2% 

Objective 5: Explain the respective roles of long-acting, short-acting, and rapid-onset opioids in the 
management of persistent and breakthrough pain 

Yes 
No 

100% 
0% 

2. What percentage of the presentation was effective in teaching you something new? 

90% effective 
70% effective 
50% effective 

30% 
32% 
21% 

30% effective 14 % 
10% effective 3% 

3. This activity provided evidence-based information that will be useful to me in my Job or practice. 

Yes 96% 
No 4% 

4. Did the information received today confirm how you treat/manage patients? 

Confidential 

Yes 
No 

98% 
2% 
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■ 
5. Will you make changes that will benefit patient care as a result of information received? 

Yes 
No 

If yes, please describe. 

Comments 

83% 
17% 

1. Assess risk for opioid abuse and addiction 
2. Use multiple adjuvants 
3. Use of new mandatory tools 
4. Use of many newer agents to modify patient's pain 
5. I treat patients who are on opioids for various reasons but I do not prescribe them myself 
6. More likely to use a contract 
7. More specific classification of patient application of modalities 
8. Use of risk stratification 
9. Risk stratify patients with chronic organic illness or BTP that will need opioid treatment 
10. Maximize therapeutic regimen 
11. Increased efficacy of therapy 
12. Goal setting/evaluation of pain, even in long-time pain patients with chronic opioid use 
13. Prescribe lower opioid dose in patients with uncertain etiology of pain 
14. Evaluation of risk factors for potential abuse 
15. Ceiling of opioid dosage 
16. Fibromyalgia and migraine headache 
17. Consider use of opioid risk tool 
18. Improve risk stratification process; reassess for risk 
19. Re-examine discharge and exit policy 
20. APS-AAPM guidelines recommendations will help patients 
21. Use risk assessment tools 
22. Review treatment of patients in which risk outweighs benefit 
23. Manage cancer pain 
24. Will question patients about adherence 
25. Thoroughly apply new guidelines 
26. Will evaluate prior history of addiction and psychological problems 
27. Start regularly using SOAPP 
28. Increased frequency of UDT 
29. Better assessment of addiction, diversion 
30. Manage chronic cancer pain with baseline long-acting opioid analgesic 

6. What subject matter not presented in this activity do you think should be included in future activities? 

Comments 

1. Additional presenters that incorporate other modalities that affect pain and its management 
2. Very satisfied with program 
3. Review of drug testing 
4. How to communicate exit strategies to patients 
5. Neuropathic pain 
6. Specific prescription treatment for types of chronic pain 
7. Use of adjunctive medications that can reduce dose of opioids 
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8. PCA and intrathecal pumps 
9. Practicality of information in real life 
10. Pain practice 
11. Treatment of acute pain 
12. Noncancer pain management 
13. Hospice pain 

7. Was this CME activity "free of commercial bias" for or against any product? 

Yes 
No 

Optional Questions 

98% 
2% 

8. In comparison with other similar activities, how would you rate this activity? 

Excellent: 58% 
Good: 35% 
Average: 5% 
Fair: 2% 
Poor: 0% 

■ 

9. How would you rate this activity in the quality of its organization and professional manner in 
which it was conducted? 

Excellent: 
Good: 
Average: 
Fair: 
Poor: 

My Customer Service Experience 

10. Pre-/Off-site Registration 

Excellent: 
Good: 
Average: 
Fair: 
Poor: 

11. Onsite Registration 

Excellent: 
Good: 
Average: 
Fair: 
Poor: 

Confidential 

69% 
27% 
4% 
0% 
0% 

63% 
32% 
4% 
0% 
0% 

60% 
36% 
4% 
0% 
0% 
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12. Interaction With Staff/Workshop Facilitators 

Excellent: 58% 
Good: 38% 
Average: 4% 
Fair: 0% 
Poor: 0% 

13. Conference Facilities 

Excellent: 63% 
Good: 29% 
Average: 7% 
Fair: 1% 
Poor: 0% 

14. Other 

Excellent: 50% 
Good: 50% 
Average: 0% 
Fair: 0% 
Poor: 0% 

15. I wash my hands before and after each patient encounter. 

Always: 
Most of the Time: 
Sometimes: 

73% 
20% 
5% 

Never: 2% 

16. As of today, I will wash my hands before and after each patient encounter. 

Always: 78% 
Most of the Time: 20% 
Sometimes: 0% 
Never: 2% 
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Speaker Evaluation 

June 13, 2009 The Grand Hyatt I New York, New York 

Ability to How Well Was Objectivity, Balance, Relevance to 
Communicate Topic Covered? & Scientific Rigor Your Practice 

Michael J. Brennan, MD 

Superior 38% 31% 38% 38% 

Excellent 44% 49% 42% 44% 

Satisfactory 18% 20% 20% 18% 

Unsatisfactory 0% 0% 0% 0% 

Nathan I. Cherny, MBBS 

Superior 25% 18% 24% 22% 

Excellent 44% 52% 46% 53% 

Satisfactory 31% 30% 30% 25% • Unsatisfactory 0% 0% 0% 0% 

Subhash Jain, MD 

Superior 31% 28% 28% 33% 

Excellent 44% 44% 47% 39% 

Satisfactory 23% 28% 25% 28% 

Unsatisfactory 2% 0% 0% 0% 

Srinivas Nalamachu, MD 

Superior 27% 24% 21% 17% 

Excellent 52% 52% 52% 52% 

Satisfactory 18% 24% 27% 31% 

Unsatisfactory 3% 0% 0% 0% 

Steven D. Passik, PhD 

Superior 62% 52% 52% 52% 

Excellent 35% 44% 42% 35% 

Satisfactory 3% 4% 6% 13% 

• Unsatisfactory 0% 0% 0% 0% 
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Ability to How Well Was Objectivity, Balance, Relevance to 
Communicate Topic Covered? & Scientific Rigor Your Practice 

Russell K. Portenoy, MD 

Superior 55% 52% 52% 54% 

Excellent 37% 38% 35% 31% 

Satisfactory 8% 10% 13% 15% 

Unsatisfactory 0% 0% 0% 0% 

David M. Simpson, MD, MPH 

Superior 31% 23% 27% 24% 

Excellent 55% 57% 57% 59% 

Satisfactory 15% 20% 16% 17% 

Unsatisfactory 0% 0% 0% 0% 

• Steven P. Stanos, DO 

Superior 32% 27% 27% 20% 

Excellent 54% 57% 57% 63% 

Satisfactory 14% 16% 16% 17% 

Unsatisfactory 0% 0% 0% 0% 

Theodore Wein, MD 

Superior 27% 21% 21% 28% 

Excellent 59% 62% 59% 55% 

Satisfactory 14% 17% 20% 17% 

Unsatisfactory 0% 0% 0% 0% 

Sharon M. Weinstein, MD 

Superior 38% 36% 36% 37% 

Excellent 45% 45% 47% 43% 

Satisfactory 17% 19% 17% 20% 

Unsatisfactory 0% 0% 0% 0% 

• 
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International Experts Forum 

Tuesday, September 1, 2009 I 8:00 AM-2:00 PM 

Asante Communications, LLC I New York, New York 

Stage I Faculty 

Perry G. Fine, MD-PROGRAM Co-CHAIR 

Salt Lake City, Utah 

Russell K. Portenoy, MD-PROGRAM Co-CHAIR 

Boston, Massachusetts 

Stage II Faculty 

Andrew Davies, MD, MBBS 
Surrey, United Kingdom 

Sebastiano Mercadante, MD 
Palenno, Italy 

Christine A. Miaskowski, RN, PhD 
San Francisco, Califomia 

CCME Reviewer 

David M. Kaufman, MD 
Bronx, New York 

Confidential 

Roger Chou, MD 
Portland, Oregon 

Thomas Smith, MD 
Richmond, Virginia 

Giovambattista Zeppetella, MD 
Essex, United Kingdom 
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Full-Day Regional Meeting Satellite Webcast 

Faculty 

Russell K. Portenoy, MD-PROGRAM CHAIR 

New York, New York 

Michael J. Brennan, MD 
Fairfield, Connecticut 

CCME Reviewer 

David M. Kauhnan, MD 
Bronx, New York 

Learning Objectives 

Steven D. Passik, PhD 
New York, New York 

At the completion of this initiative, participants should be better prepared to: 

• Define, recognize, and independently assess breakthrough and persistent pain in cancer survivors 

• Implement a multidimensional, continual, and vigilant assessment of persistent and breakthrough pain based, in 
part, on the phenomenology and inferred pathophysiology of the pain syndrome, patient function, goals, and level 
of risk 

• Select appropriate patients for opioid-based management of cancer- or treatment-related persistent and 
breakthrough pain 

• Employ multi modal opioid-based therapies tailored to the multidimensional pain assessment of patients with 
persistent and breakthrough pain 

• Explain the respective roles of long-acting, short-acting, and rapid-onset opioids in the management of persistent 
and breakthrough pain 
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Durable Outcomes Study Webcast Series 

Monday, August 17, 2009 I 2:00PM-2:30 PM 

Monday, August 31, 2009 I 2:00 PM-2:30 PM 

Monday, September 14, 2009 I 2:00 PM-2:30 PM 

\~ 
~ ,,Jt-. s /\ D ) o,r' cP ~ 

czt~P 
v5~ ~" "r Faculty 

Perry G. Fine, MD 
Salt Lake City, Utah 

Michael J. Brennan, MD 
Fairfield, Connecticut 

CCME Reviewer 

David M. Kaufman, MD 
Bronx, New York 

Learning Objectives 

David M. Simpson, MD ,.,/' 
New York, New York O' 

At the completion of this initiative, participants should be better prepared to: 

• Define, recognize, and independently assess breakthrough and persistent pain in patients with chronic 
pain syndromes 

• Implement a multidimensional assessment of persistent and breakthrough pain based, in part, on the 
phenomenology and inferred pathophysiology of the pain syndrome, patient function, goals, and level of risk 

• Select appropriate patients for opioid-based management of persistent and breakthrough pain 

• Employ multimodal opioid-based therapies for patients with persistent and breakthrough pain 

• Explain the respective roles of long-acting, short-acting, and rapid-onset opioids in the management of persistent 
and breakthrough pain 
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PAINClinician.com rM 

Overview 

PAINClinician.com ™ is an independently funded forum committed to improving clinician access to high quality pain 
education. PAINClinician.com™ provides clinicians with an opportunity to share their insights and experience 
managing patients with debilitating acute and chronic pain disorders. By consolidating resources already available and 
generating new educational materials tailored to the needs of the community-all identified through ongoing surveys 
posted throughout the site-this forum will, we believe, facilitate the exchange of ideas, help clinicians practice the art 
and science of pain medicine, and ultimately improve patient care. Primary care physicians, pain specialists, 
emergency room clinicians, surgeons, physiatrists, anesthesiologists, neurologists, pharmacists, physician assistants, 
nurse practitioners, nurses, and the countless other healthcare providers who treat pain are all invited to participate in 
this global community. 

Editorial Board 

Charles E. Argoff, MD 
Albany, New York 

Jennifer Bolen, JD 
Knoxville, Tennessee 

Michael J. Brennan, MD 
Fairfield, Connecticut 

F. Michael Ferrante, MD 
Los Angeles, California 

Perry G. Fine, MD 
Salt Lake City, Utah 

Scott M. Fishman, MD 
Davis, California 

Keela A. Herr, PhD, RN 
Iowa City, Iowa 

Kenneth L. Kirsh, PhD 
Lexington, Kentucky 

Bill H. McCarberg, MD 
San Diego, California 

Christine A. Miaskowski, PhD, RN 
San Francisco, California 

Video Interviews 

Srinivas Nalamachu, MD 
Overland Park, Kansas 

Judith A. Paice, PhD, RN 
Chicago, Illinois 

Steven D. Passik, PhD 
New York, New York 

Russell K. Portenoy, MD 
New York, New York 

Joshua P. Prager, MD, MS 
Los Angeles, California 

Steven D. Silberstein, MD 
Philadelphia, Pennsylvania 

B. Todd Sitzman, MD, MPH 
Hattiesburg, Mississippi 

Steven P. Stanos, DO 
Chicago, Illinois 

Lynn R. Webster, MD, FACPM, FASAM 
Salt Lake City, Utah 

Visit www.painclinician.com to access our library of video commentary . 
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Contact Information 

Albert Einstein College of Medicine 

Steven Feld 
Associate Director, CME 
(718) 920-6674, ext. 232 
sfeld@montefiore.org 

Asante Communications, LLC 

David Clark, MS 
Account Supervisor 
(646) 253-0896 
dclark@asanteqlobal.com 

Philip Compton 
Account Executive 
(646) 253-0887 
pcompton@asanteqlobal.com 

Peter Hurwitz 
President, Managing Director 
(646) 253-0888 
phurwitz@asanteqlobal.com 

Jim Kappler, PhD 
Vice President, Scientific Services 
(646) 253-0881 
jkappler@asanteqlobal.com 

John Lapolla 
Executive Vice President 
(646) 253-0884 
jlapolla@asanteglobal.com 

James Shannon 
Account Supervisor 
(646) 253-0894 
jshannon@asanteglobal.com 

Ryan Raffel 
Scientific Research Associate 
(646) 253-0897 
rraffel@asanteglobal.com 
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