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Independent 

> Increase acceptance of BTP as a medlcal condition In need of 
treatment 

> Provide education on the appropriate use of opioid medications In the 
management of chronic pain 

> Provide education on opioid misuse/abuse and the appropriate use of 
tamper-deterrent (TD) oplolds In the management of persistent pain 

Non-Independent 

> Improve awareness/understanding and appreciation of the benefits of 
Risk Evaluation and Mitigation strategies (REMS) for opiolds 

> Improve awareness/understanding and appreciation of the benefits 
and requirements of the FENTORA and Actiq SECURE Access 
programs In order to Increase acceptance/participation 

P-28695 _ 00006
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1. Improve BTP Disease State Understanding (including 
abuse/addiction/diversion/overdose issues) 

2. General REMS Awareness & Education 

3. SECUREAccess Education & Enrollment 

~ Cephalon
Medical Affairs 
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Various sources iUustrate the need for improved disease state understanding: 

> 

> 

> 

> 

> 

> 

Breakthrough pain is under-recognized and under-treated.1 

... there is no generally accepted definition or classification system for cancer BTP. 
Furthermore, there is no well-validated BTP assessment tool. These deficiencies present a 
major chaRenge to the conduct of high quality research as wen as to clinical practice.2 

Based on the PAINWeek Needs Assessment Survey data, 82% rePOrted that they would like 
to more accurately assess and diagnose pain through implementation of evidence based tools 
and techniques.3 

Based on the PAINWeek Needs Assessment Survey data, 76% said they need to better 
understand commonly utilized strategies and treatment guidelines with their patients. 3 

Owing in part to confusion in terminology, the recognition and assessment of breakthrough 
pain is oftentimes ad hoc, reflecting a need for education .•• 4 

Breakthrough pain terminology remains difficult to grasp across clinician audiences. 
Approximately half of attendees at 2009 [CME] programs initially failed to correctly define 
breakthrough pain.4 

'Opioldlberajlymlbe-.-GfChronlcl"aln:Alllnlegraled-Ass--~--
2009.pg58 
2 HauganDF.elalAssessllBllancl~Gfcancarere-..ugi,Paln:AS,stamatlc~---VD1149,lssue3. 
June2010 • .UM82 

~ Cephalon
Medical Affairs ,,,__2007 __ 

•-AssnamentCIIEGranlRequesl.PerslllllmtanclBre-..ugbl"aln:Conllnuld. 
Oplold4!lasedlberajly.FebruarJ2010.Grantfi!i88.p3& 
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> Abuse, addiction, diversion, overdose Issues 
related to opioid treatment 
► Public health problem: Opioid abuse and misuse continues to 

grow1 
► Current str~les for Intervening with this publlc health 

problem are Inadequate so REMS will be requlred1 

► Regional/ demographic needs 
► Although time consuming, good risk management practice 

Improves patient care ana embraces patient communication, 
documentation, and systematic monltorlng2 

► Limited awareness of REMS and the Impact on practic:e2 

•llltp:/lwww.fila.gowdolllnloadslDIUgs/DlugetyllllfOflll8lionbyllr1&3667.Plf ;slide 11 

'OploidlllelapylhtheManagementorCllfonfcPain:Minleglalell-Ass--~

~ Cephalon
Medical Affairs 

Ass-2009.pg59 
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Feedback from RFR faculty/advisors 
• Education on opioid REMS should continue as this area evolves 

California Academy of Family Physicians Opioid REMS Survey 
• Completed by 690 family practice physicians across 9 states 
• Results presented March 16, 2010 
• Recommendations from the report include: 

► Development of an awareness campaign to bring to lightthe 
requirements of the pending REMS (majority of respondents were 
unaware of opioid REMS) 

REMS feedback from an internal Market Research study showed there 
are areas that can be improved upon based on learnings from the 
launch of the first ROO REMS (FOCUS program) 

P-28695 _ 00011
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Fall 2010 Congresses (PalnWeek, ASPMN, NCPA) 
• PainWeek-Ask The Experts Sessions (Drs. Passik, Bntnnan, Kaper & 

Narayana) 
► Surveys showed a mix of posltlveandnegaUveresulfs whenaskedabout1he 

Impact of opioid REMS 
► 77% of respondenls(na18)sald1herewas not enough lnfonnallonavallableon 

Rl!MS 
• When asked what-tbe most important upectato know about REMS. the top 3 --= • Prac:tk:alad¥1ce 

• HowREMS wlll affect my abfflty to pnMJCl1be 
• HowREMS will affect my patents 

• Key take-aways from all meetings 
► 130attendees signed up for more Information 
► Received some lalgerequestsformaterlals& for In-service talks 
► Mueh of1hedlaloguecenteredonexplainlngREMS componenlSandpotential 

Impact to each stakeholder 
• Nurse. NCOg1dz&Jt11at muc11 or111e pa11en1 inlltnlclon will 1a11 on a- re1ri l"•nbalo1r 
• Pllllmmc:lsla-conc:ernedtheywill beleft outoftbe REMS~\llft' 

1oo111ng formafllrlals to talk to patents about REMS Medical Affairs 
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Asof April2010*, there were ~20,000writersof FENTORA,Actiq, 
and/orOTFC 

> A broad reach is needed to ensure that key stakeholders are educated and 
enrolled so there is no interruption to patient care 

Evidence exists that physicians would be in favor of pain management 
CME credits including REMS education 

> Based on a California Academy of Family Physicians Opioid REMS Survey 

• Completed by 690 family practice physicians across 9 states 

• Results presented March 16, 2010 

~ Cephalon
Medical Affairs 
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Decile 0 = not written in current 6 months but wrote in prior 18 months

<> = wrote but not in recent 24 months

- 12 

2 1 34 

4 1 53 

1 I 16 

12 6 183 

5 10 5 14 17 211 143 
FENTORA 12 15 14 12 18 10 24 22 41 -lRIOedle 
(lltwaoo& 
-Apr2010) 

3 10 9 21 21 29 2& a 
2 I 12 211 27 47 511 Sl • 

I 1 

2 10 21 45 9,1 1li& 319 .... 117 

41 83 13/1: 118 210 381 521 745 1,121 

Tolall'EH'lllRA- - ~ Cephalon-
Declle&-10 103 } 1368 

Rap-on •A• targets& 

Dedlefl.-7 1265 speakers 
Medical Affairs 
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Medical Education Activities to 
SupportAreas of Need 
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Based on the identified needs, four areas of activities for the Pain Medical 
Education team to focus on in 2011 are: 
1. CME?- Pain education to improve disease state understanding 
2. Raise awareness and educate on general REMS with Ready For REMS 

activities 
3. CME?- SECURE Access: rolkHlt of education and enrollment (based on 

necessary accreditation guidance/approval) 
4. Non CME - SECURE Access: rolkHlt of education and enrollment 

"Support provided by Cephalon for3nl party independent education 

~ Cephalon
Medical Affairs 

P-28695 _ 00016



15

> Education: 
• Leaming objectives include defining chronic pain, defining/recognizing 

BTP, differentiating BTP episodes from uncontrolled persistent pain, 
properly assessing and treating BTP, including appropriate patient 
selection, risk assessment, patient function, treatment goals, etc. 

> Audience: HCPs* 
> liming: ongoing throughout 2011 
> Cost: Budget = $1,750,000 
> Metrics: Outcomes furnished by IME providers 

• HCPs inckJde p,esaibels, PAs, ruses, NPs, 
and phannacists 

~ Cephalon
Medical Affairs 
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> Objective: 
• Medical Education to continue Ready For REMS (RFR) program to 

raise REMS awareness, provide REMS background and education, 
and supportopioid REMS 

• RFR will have an online presence only 

> Audience: HCPs* 
> liming: Ongoingthroughout2011 
> Cost: $650,000 
> Metrics: Website metrics provided by AS&K, other metrics provided 

by Quantia and/or Medscape or other outreach partner 

• HCPs inckJde p,esaibels, PAs, ruses, NPs, 
and phannacists 

~ Cephalon
Medical Affairs 
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RFR activities will continue in 2011 as the opioid REMS landscape continues to 
evolve 

Strategic Objectives: 
1. To continue to raise awareness and prepare healthcare providers for the 

FDA-mandated REMS for opioids 
2. To provide practical tips for incorporating REMS into every day practice for 

physicians, nurses, and pharmacists 

'Dlrget Audience 
• Prescribers, nurses, NPs/PAs, Phannacists 

Maintain online presence only for 2011 
• Continue tosupportonline portal with Information and updates on REMS for oplolds 

{www.readvfprians.com) 
• bnprove oulreachto ensurecontentreaches8DPRJPriatepartlcipantslstakeholders -

lnCIUdlng prescrlberS, nurses. NPslPAs, phaniiaclsls 
• Explore joumlll adVer1lslnt and onUne media oulnlach & lleclacape par1ner9blp 
• Explore Pharmllc:y Schoola Mllller 

~n==':t:.C":eunusv1aroomdrops&sponsorshlps ~ Cephalon-
Make all RFR materlalsavalable toal functlonalareas for their use Medical Affairs 
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> Education: 
• Leaming objectives include safe use of opioids, appropriate patient 

selection, opioid tolerance, and proper dosing; plus the opportunity to 
enroll into SECURE Access 

> Audience: HCPs** 

> liming: January/February 2011 

> Cost: $1.1m 

> Metrics: Outcomes furnished by IME providers 

.. Basedon necessmy acaedilationguidancelapproval 

~ Cephalon
Medical Affairs 

P-28695 _ 00020



19

> Objectives: 
• Educate on BTP, need to treat, ROOs, FENTORA/Actiq, overview of 

SECURE Access, enrollment in SECURE Access 

> Audience: ROO writers, nurses, NPs/PAs, pharmacists 
> Cost: $1.5m 
> Metrics: Outcomes furnished by Medical Education 

Department 

~ Cephalon
Medical Affairs 
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Program specifics: 
> 

> 

> 

> 
> 

Series of ~15 live re9ional education meetings (near Pain Care Centers of 
Excellence) to start m January/February an<f run through 2011 

► Safe use of opioids, ROOs, appropriate patient selection, opioid tolerance, overview of 
SECUREAccess 

► Opportunityto enroll in SECURE Access 
► -50-100altendees at each 

Series of ~15 online education webinars (mirroring live meetings) to run 
through 2011 
Live meetings at: AAPM, APS, PainWeek 
• 90 minute symposium with meal 

► Safe use of opioids, ROOs, appropriate patient selection, opioid tolerance, overview of 
SECURE Access 

► Meet and greet KOL, Cephalon Medical Affairs 
► Opportunity to enroll in SECURE Access 

Pulsed reminders to participants of system lock-down 
Medical Affairs to sponsor a hospitality suite for enrollment throughout the 
meeting 

~ Cephalon
Medical Affairs 
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Jan 1 
Enrollment 
module 
available 

1Jan:::&M I 
I Jan/Feblaunch Regional 

REMS CME live meetings 
(with PCEs) 

I Jan/Feblaunch Regional ~--------------
REMS CME ontine webinars 

I=~ CME 3/25/11 I 
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2011 Apr 

Continue Regional REMS 
CME live meetings (with 

PCEs) 

Continue Regional REMS 
CME onlinewebinars 

ONS4128/11 

Nat'I Assoc Chain 
Drug StornNACDS 
4/30/11 

SECURE Access System 

May 

I APS live CME 5/19/11 

Jun 

ASHP summer mtg 
(Health System 
Pharmacists) 6/12111 

oull'Nchwith pharmacy lock 1-----------------
down information 

P-28695 _ 00024
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2011 Jul 

I Jul 1 Pharmacy 
_ systems live 

Continue Regional REMS 
CME live meetings(with 

PCEs) 

Continue Regional REMS 
CME online webimn 

SEUREAccessSystem 
outJNc:h with pharmacy lock 

down information 

Aug Sep 

ASPMN 9/7/11 

Pain Week live CME 
9/10/11 

AAPMgt 9120/11 

P-28695 _ 00025
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2011 Oct 

Continue Regional REMS 
CME live meetings (with 

PCEs) 

Continue Regional REMS 
CME onlinewebinars 

I NCPA(community 
phannacists) 10/8J11 

Nov Dec 

I ASHP 12/4/11 

P-28695 _ 00026
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REMS 

RFR 

CMEREMS 

SECUREAcceNRoll-out 

$3,291,700 

$646,200 

$1,100,000 

$1,546,500 

~ Cephalon
Medical Affairs 
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