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o Website
o Adaptation of all previous CME programs to on-line self-study

Some program formats that proved to be less effective than hoped in 2001, such as the teletopics
program, will not be utilized in the future. The content from this specific program was, however,
excellent and will be repackaged into more effective formats in other enduring CE programs.

e Publications

ACTIQ has tremendous growth potential in the treatment of BTP in opioid tolerant patients in a
variety of non-malignant pain diagnoses, as well as episodic pain in other disease states.
Marketing will work with Medical Affairs and Publications to develop phase IV, case series, and
publication plans for 2002. Case series in 2002 should target several of the largest potential
segments of the pain market: BTP in non-malignant chronic pain (i.e., spinal stenosis, chronic
back pain, reflex sympathetic dystrophy, fibromyalgia, etc.) as well as episodic pain (migraine
headaches, sickle cell pain, etc.). The phase IV plan should include, at a minimum, an evaluation
of ACTIQ’s “true™ onset of analgesia (i.e., pain relief evaluations at 3, 5, 7, 10, and 15 minutes)
in opioid tolerant cancer patients in a clinical setting and/or an evaluation in a controlled
laboratory setting.

e Advisory Boards

Two advisory boards will be assembled in 2002, a Key Opinion Leader Advisory Board and a
Marketing Advisory Board. The objective of the first advisory board will be to determine future
direction for potential uses, studies, etc. of ACTIQ from key opinion leaders in the pain
community. The objective of the second advisory panel will be to obtain strategic marketing
direction (i.e., key messaging, positioning, evaluation of promotional and CME ideas, etc.) from
current ACTTQ prescribers. Individual meetings with additional key opinion leaders and ACTIQ
prescribers will occur throughout 2002 to assist in these and other areas.

Indirect Promotional Tactics

e Journal Advertisements

The current 2001 journal ad campaign will be evaluated in December 2001. If the current

campaign tests successfully, the present plan sill be to continue use if this advertisement in 2002.

Additional concept and message testing in 2002 may allow for enhancement of the current

campaign, or the creation of a new campaign if deemed necessary. The complete ACTIQ media

plan is detailed in the Appendix.

Journal Advertising Distribution
Journal of Pain

Pain Journal of Pain and Symptom Management
P mn Muhum

Journal of C linical ()nwlo“\
Oncology Oncology
Oncology News Intermational
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e Internet Promotional Activity
Marketing will employ three primary internet sources of information for BTP and/or ACTIQ in
2002. These three sources will include:
o ACTIQ.com — product specific information
= Newly redesigned and completed in November 2001
o Cephalonspeaker.com — product specific information
*  ACTIQ included in May 2001
o EmergingSolutionsinPain.com — CME programs providing information on BTP,
episodic pain and ACTIQ
* Launched September 2001

Additionally, two other internet promotional initiatives will be employed in 2002:

o [Pain.com — An ACTIQ/BTP CME program will be installed on pain.com during
2002. Pain.com is the most widely physician visited pain site on the internet. The
planned duration of the program will be six months.

o Cancer-Pain.org — As in 2001, marketing and public relations will continue to
support Cancer-Pain.org. In 2002, we will be primarily sponsoring the “Ask the Pain
Expert” scction of the site, which allows patients to interact with lcading cancer pain
experts.

e Patient Education Materials and Programs

Marketing and public relations will work to create and/or update appropriate patient education
materials in 2002. The 2002 ACTIQ tactical plan will focus on creating/updating non-branded
patient education materials. These materials will be created/updated in coordination with
professional and/or patient support organizations and may be applicable across disease states and
patient populations. Additionally, the tactical plan will incorporate specific programs, such as
teleconference, to increase BTP awareness among targeted patient populations.

D. MARKET RESEARCH PLAN

As the market for ACTIQ continues to evolve in 2002, implementing appropriate market
research will be critical in sustaining present and future promotional cffectiveness. Maintaining
flexibility throughout 2002 will be important; nonetheless, the following market research
activities should be implemented:

» Title: Promotional Message Audit

o Timing: January 2002 (covers Jul-Dec 2001) and August 2002 (covers Jan-Junc
2002)

o Vendor: Strategic Business Research (SBR)

o Target Audience: Oncologists/Anesthesiologist Pain Management Specialists
detailed by the Pain Care sales force within the last 3 months (sample size = 50)

o Primary Objective: To ensure that the Pain Care Specialists are accurately delivering
the key safety messages of ACTIQ.

o Primary Use of the Information: To fulfill section 8.6 of the ACTIQ Risk
Management Program.
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Positioning and message testing

Results: February 2002

Vendor: TBD

Type: Qualitative

Targcet Audicnce: Oncologists and Anesthesiologist Pain Management Specialists
(sample size = approx 30)

Primary Objective: To test the current and possible alternative positioning statements
and messages which communicate ACTIQ’s benefits of rapid relief and personal
pain control.

Primary Use of the Information: To choose the best positioning statement and
messages to convey ACTIQ’s benefits.

Convention Research at American Pain Society (APS)
Results: March 2002
Vendor: Strategic Business Research (SBR)
Type: Quantitative
Target Audience: Anesthesiologist Pain Management (sample size = approx 100)
Primary Objective: To gauge APMs awarencss and perceptions of ACTIQ’s benefits
and to determine other diseases for which they are likely to prescribe ACTIQ. To
determine which pain states ACTIQ is used in and which episodic types, now and
in the future.
Primary Use of the Information: To understand if/how APMs perceive ACTIQ’s
benefits of rapid relief and personal pain control.

Tracking study — Wave 1T

Results: November 2002

Vendor: National Analysts

Type: Quantitative / Qualitative

Target Audience: Oncologists and Anesthesiologists/Pain Management Doctors
(sample size = 50 + 50 = 100)

Primary Objective: To track physician awareness and perceptions of ACTIQ, how
they rate the benefits/disadvantages of ACTIQ versus other short-acting opioids,
and to help determine other diseases for which they are likely to prescribe
ACTIQ. To determine which pain states ACTIQ is used in and which episodic
types, now and in the future.

Primary Use of the Information: To monitor the effectiveness of the marketing
efforts aimed at raising awareness of ACTIQ as an agent that provides rapid relief
and personal pain control and at differentiating ACTIQ from competitors.

PUBLIC RELATIONS PLAN

The primary goals of the 2002 ACTIQ PR plan are to increase awareness of BTP and ACTIQ
among targeted physician and patient populations. The targeted patient populations will be both
cancer patients and chronic non-malignant pain patients, as well as patients suffering from
cpisodic pain such as migrainc hcadaches and sickle cell disease. Cancer patients will be the
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primary focus for many of the 2002 PR initiatives because the support network for cancer pain is
much more established and organized than for other pain disease states. Additionally, although
oncologists have proven to be less productive prescribers, they still represent the largest segment
of the ACTIQ prescriber base. Cancer organizations afford the most efficient path to raising
awareness among patients.

A nursing advisory board will be established in 2002 with key, influential nurses. These nurses
will be ACTIQ supporters, involved in setting pain policies, and well respected in the pain
community. The purpose of the advisory board will be to assist with the content creation and
implementation of several PR tactics as well as to establish Cephalon as a solid member of the
pain community supporting nursing efforts to improve pain management. The nursing advisory
board meeting is tentatively targeted for February 2001.

The core PR strategies for 2002 are as follows:

e Establish meaningful relationships with thought leaders and third party professional and
patient groups
Support educational programs on opioid use that incorporate or focus on BTP
Emphasize safety and efficacy of opioids for chronic pain and BTP
Emphasize importance of proper assessment and treatment of BTP and the ability to
speak to physicians about pain
Generate ACTIQ visibility in the cancer and pain media

e Position ACTIQ and BTP effectively and in accordance with overall product positioning
to physicians and patients

The following provides an overview of the 2002 ACTIQ PR tactical initiatives:

e Third Party Meetings — Meet with key opinion leaders.
“Request for Proposal” (RFP) Program — Launch an open call for grants to support
institutional education on BTP. Partner with professional organization.

» Patient Education Literature — Update and/or create third party materials with accurate
and comprehensive information on BTP and/or ACTIQ.

¢ CancerCare Teleconferences — Conduct teleconferences on BTP for medical
professionals and patients.

e Website Updates — Update patient, third party, health and medical websites to encourage
inclusion of BTP and/or ACTIQ.

» Grass Roots” Support Group Strategy — Identify and train pain experts to present to
various patient support group meetings.

e Nursing Advisory Board Meeting — Create strategy and criteria for the RFP Program.
Develop tools needed for the “Grass Roots” Program (slide kit, video).

G. 2002 TACTICAL BUDGET

The 2002 ACTIQ tactical budget is attached as an appendix.
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1.

Long-Acting Opioids and Short-Acting Pure Opioids

4| :::‘~Immedmtﬁ-Re‘leasef"" 1y
g :jQ nodonzHCl

1}{?&0@@}[6&: = ‘.'.‘f *leaifdid"“" "".'.

= Fiyiostemlion: BCI TKao/AB i Tat

*Generic forms of short-acting morphme and hy dromorphone nlso exist
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2. 2002 Tactical Plan by Marketing Strategy
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3. 2002 Tactical Plan Implementation Timeline
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4, 2002 ACTIQ Tactical Budget

ACTIQ 2002 Tactical Budget

Total Q1 Q2 Q3 Q4
Market Research | i = %
Tracking Studies 180,000 |§ 90,000 1} 980,000
Miscellaneous 40,000, |% 10,000 |$ 10,000 & 10,0000 |$ 10,000
Market Research Total 2200000 | ‘ |
Consulting Requirements 20,000 |3% 5000 IS 5000 |3 5000 | 5,000
Journal Reprints $ . 100,000 |3 . . 50000 |[$ 50,000
Convention [ y
Registration Fees 3 25000 [§ 1500 |9 12,000 |§ 8000 |% 3,500
Booth Transfer/Set-up ) 00,000, |$.-. 11000 |[$ 44000 |8 25000 |$. .. 10,000
Convention Advertisement 5,000 $ 5,000 |- :
Giveaways ; 40,000 |$ 5000 |$ 20,000 |8 10,000 1% 5,000
Convention Total : , 160,000 g IR A L] y J
Adverlising and Promolion !
Advertising Agency Fees ] 300,000 |8 75,0(!;) . ] 75,000 |5 75000 [§ - 75,000
Promational Materials Development < 440,000 |S 150000 |S 100,000 8 100,000 % Q0,000
Promational Materals Reprinting 300,000 |8 50,000 {8 150,000 |8 50,000 |$ 50,000
Media Planning Agency Fees 48,000 |$ 12000 |9 12,0000 |5 12,000 |3 12,000
Advertising Space $ 555000 ($ 150000 |$ 145000 |§ 145000 |§ - 115000
Fulfllment Agency Fees 100,000 |$ 25000  |$ 250000 |5 25000 |$ 25,000
Sample Coupons - Product Costs 55000 |§ 13,750 |$ 18,750 |§ 13,750 |§ 13,750
Physician's Desk Reference BO,O00 |3 80,000 T
Advertising & Promotion Total $ 1878000 |
Public Relations 400,000 |9 150000 |$ 100,000 ] 100,000 % 50,000
Medical Education Programs A : -
PCS Sales force Driven MEPs 980,000 |$ 240,000 |$ 240,000 - (& 240,000 |8 240,000
Medical Liaison MEPs ; 100,000, |9 25000 |39 25000 |% 25000 |3 25,000
Consultant Meetings (two) > 800,000 |$ 300000 |3 300,000 | \
Speaker Materials : 10,000 |$ 5000 |$ 5,000 - 3
CME Programs ($1 MM) 1,000,000 |$ 250000 |$ 250,000 |$ 250,000 (S 250,000
Advisory Board Meetings 5 50000 |S 25000 ¢ 3 25000 |
Med Ed Total . 2,720,000
Grants & Corporate Contributions { '
Discretionary Field Grants . 98000 |$ 24000 |$ 24000 |§ @ 24000 {§ 24000
RML Grants 50,000 |8 12500 - |$ 12,500 |§ 12,500 {§ 12,500
Discretionary Marketing Grants j 50,000/ |3$ 12500 | 12,500 |$ 12,500 |3 12,500
Grants & Corp Contributions Total $ | 196,000 F " :
RMP Requirements — ;
Welcome Kit and Other Promo Materials 200,000 |$ 50000 S 50000 (% 50,000 |$ 50,000
Welcome Kit Order Fulfillment 80,000 |$ 20000 |$ = 200000 |S 20,000 |$ 20,000
RMP Market Research 25,000 s 12,500 $ 12,500
RMP Requirements Total 305,000 g ¥ i
6,000,000 |$ 1842250 |$ 1,718250 |8 1,327,750  [|§ 1,110,750
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<7 1999-2000 ACTIQ Concepts

“BTP — Iceberg” Concept “Unit — Delivery System” Concept

NOW AVAILABLE

A DELIVERY
SYSTEM DESIGNED TO MAKE

A DIFFERENCE

Breaktlirough oral transmucosal delivery

vl transmucosal |
.AC[/O' /J/ fentaniiciate)
Important Warnings

» Only for the management cf breakthrough cancer
pain in patients with malignancies who are already
receiving and who are tolerant 10 opioid therapy for
their underlying persistent cancer pain,

» Because life-theeatening hypoventilation could occur at any dose in
patients not taking chranic oplates, Actiq is contraindicated in the
management of acute or postoperative pain.

» This protuct must not be usad in opiaid non-tolerant patients.

» Instruct patients/caregivers Acliq can be fatal to a child.
Keep open units from children and discard properly.

See based warning and full preseribing fnforntation on fellewing pages.

0t bk re
Haags Fasbts S

T8 3 s et o Anica Cos. Meca Pol & 0838104
)
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6. 2001 ACTIQ Concept

Actiq® on call.

R
T
.
ACTIQ oral transmucoss|
5

system (OTS

A

entanyl Gete)
Personal Pain Controt
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2001 Journal Advertisement

Actiq® on call.

Stea (078

SLcticy:

Santaryl caeni]
Personad Paii Conteol

With ACTIQ, pain relief may be observed in 15 minutes.’
« Patients may begin experiencing pain relief while taking ACTIQ, but may not experience
full relief for up to 45 minutes after finishing an ACTIQ unit.'?
* The median time to maximum plasma cancentration (Tmax) across four doses of ACTIQ
varied from 20-40 minutes after a standardized consumption time of 15 minutes.!

¢ ACTIO produced significantly mare pain relief {P<0,0001) compared with placebo at
15, 30, 43, and 60 minutes following administration in epicid tolerant cancer patients.™

* Longer or shorter consumption times than the recommended 15 minutes may produce
less efficacy than reported in dinical trials.*

* Patrents should limit consumption to four or fewer units per day.'

Important Wamings

= Indicated anly for the management of breakihrough cancer pain in patients with malignargies
who are already receiving and who are tolerant to opicid therapy for their underlying
persistent cancer pain.

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

~ This product rmust riot be used in opioid nontalerant patients.

- Instruct patients/caregivers that ACTIQ can be fatal to a dhild. Keep all units from childeen
and discard properly.

- The most common side effects observed were somndlence, nausea, vemiting, and dizzness,

Fease see boxed warning 2nd brief summary of presoibing Information on adjacent pages.

For more information. please call Cephalon Professional Services at 1-800-896.5855, www.actiq.com

52

TEVA_MDL_A_03248956

P-03626 _ 00053



8.

2002 Media Plan

2002 ACTIQ MEDIA PLAN (Page 4C/ 2 PBW Film Unit & King P4C/ King PBW in Tabloids)

OPTION #1: Minimum Audience Coverage/NO NON-JNL - Targeting Only to ANES & ONC Univ & Pain Phys.
2002 Budget of $600K ($552.6 Jnl, $47.4 CMI fees [$32 CTS not in Media Bud

get])

Jan Feb Mar Apr May Jun Jul Aug Sept Oct Nov Dec
Totals 2002 | 2002 | 2002 | 2002 | 2002 | 2002 | 2002 | 2002 | 2002 | 2002 | 2002 | 2002
Number of Insertions 77 7 5 8 6 7 7 7 6 8 6 T 3
Avg. Exps/MD/Mo. 0.72 0.76 0.866 0.76 092 | 0.76 0.92 0.78 0.92 0.76 092 0.76
Jrnl Space Spend $552,455 $54,252($32,865($56,974|$43,588 | $54,252 | $46,310($54,252 | $43,588 | $56,974|$43,588|$54,252 ($11,562
CMI Est. Fees $47,400 ‘
Total ‘02 Investment  [$599,855 \
Publications Spend | # | Jan Feb Mar Apr May Jun Jul Aug | Sept Oct Nov Dec
Ins
ONCOLOGY $148,158| 18 3 3 3 3 3 3
Journal of Clinical $43,492| 6 1 1 1 1 1 1
Oncology
Oncology $56,644| 6 1 1 1 1 1
Oncology News $48,022| 6 1 [ 1 1 1 1
International !
ANESTHESIOLOGY $307,161| 37 3 3 3 4 | 3 4 3 4 3 4 3
Anesthesiology News $108,049 11 1 1 1 1 [ 1 1 1 1 1 1 1
Anesthesiology $97,794| 11 1 1 1 1 1 1 1 1 1 1 1
Anesthesia & Analgesia $58,426| 11 1 1 1 c I [ 1 1 1 1 1 1
American Jnl $42.892| 4 ] 1 1 1 7
Anesthesiology
PAIN $97.136122| 1 2 2 2 1 3 1 2 2 2 i 3
Journal of Pain $19,836| 6 1 1 1 1 1 1
Jrnl Pain & Symptom Mngt | $66,412| 12 1 1 1 1 1 1 1 1 1 1 1 1
Pain Medicine $10,889| 4 1 \ 1 1
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9. 2002 Convention Plan
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10. 2002 Monthly Sales and Prescription Budget

Jan-02 Feb-02

TRx
Demand Sales
Factory Sales

Aug 02
TRx
Demand Sales
Factory Sales

Oct-02

Nov-02

Dec-02

TRx
Demand Sales
Factory Sales
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