


D. USACGE BY DISEASE AREA

Limstation of Resources

The current data soures utilized st Cephalon for diseas= usage information is captured in
the Physician Drug and Diagnosis Audit (PDDA) from Scolt Levin. This audit does not
include anesthesiologists, which represent the largest and most productive segment
of the ACTIQ prescriber base. Scott Levin does include oncologists and neurclogists
in the PDDA audit, however, the data are limited becanse of ACTIQ’s small prescription
hase. As a general le when analyzing PDDA data, amything below 100,000 uses should
be viewed only directionally, .

PDDA reporicd approximetcly 60,000 total projected uses of ACTIQ during MAT March
. 2003, with over three-quarters of the nses in pain and malignancies. . Based on the
i - limitations of PDDA for ACTIQ, fhis data source may not adequalely report z realistic
} F representation of disease specific usage of ACTIQ.

Headache

Pain
Malignancies

Tetal

a Swwees: Scote Levin FDDA

Usage Study

Because of the limitations of PDDA, primary research was conducted to determine actual
usage of ACTIQ. During August and Seplember 2002, IMS Heakh recruited 82
physicians to repoct on their most recent 1-10 patients who were wreated with ACTIQ in
the previons 90 days. The physicians were from varions specialties (37% were
ancsthesiologists/pain management; 22% physical medicine and rebhab; 21% primary
care; 20% other) and were a representative sample of deciles 3-10 of pur total prescribing
base. See table below for the breskdown

otal Populstion

Actig TRX

Range for

Jan-=Jun
2002

Samplo Sizo

‘Jotal
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The results incorporated 616 patients in the final sample. The dota were projected to
pational Jevels by using a proprietary IMS projection methodology that marrics the
universe of ACTIQ prescribers (Xponent® data provided by Cephalon) with the
physician and patient-level data provided by physicians (the ACﬂpnuwyllooﬂel).
The projection cstimates the proportion of ACTIQ patients that are being tréated for each
endeglying condition overall,

Based on physiciin reporting, 54% of the patients were prescribed ACTIQ for chronic
back pain. This sugpests that mphmmmdmhndmnpmdmf,m continve 1o
apply ACTIQ lo a braader group of pain paticuls. TheACITQbunnn.!slg-mgym has
continued to discuss pegotiation efforts with FDA to expand the indication to allow for
sppropriate promotion to physicians utilizing ACTIQ in these areas.

Distribution of Conditions Treated with ACTIQ
{Projected)

Parcent of patlents

Sowee: phyticim surveys asd IMS Xpooent 3adit
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E TARGET AUDIENCE ANALYSIS

Torget Audience

The ACTIQ target audience includes oncologists, pain specialists and selected physicians
skilled in the use of opioids. Success with ACTIQ to date has been achieved through 1)
focused promotional and selling efforts dedicated and targeted to physicians who are
highly skilled in ihe use of opioide and 2) the creation of a solid, core group of
prescribers.  As observed in 2003, ootinned success will be achieved through the
maintcoance and expansion of this core group of prescribers. Therefore, it is eritical for
marketing and sales to ideotify the prescribers that have the greatest potential to fall
within this core group of physicians.

The following table shows the targets based om the expected 2004 sales force structure
dentists are excluded due o the conlraindications for ACTIQ.
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The chart below illustrates the ACTIQ targets based on long and short acting opicids
sceording to the criteria described above.

ACTIQ Targets Based on 275 Sales Representatives

43,094 Preseribers
Long Acting Dpioid Decfle
‘r » ) ¥ B ] 4 3 ] ) [
|I 1
o
k)
son '] Targets
Acting s
Opicld
Ducile
+
2
] Non-Targets
1 :
1

The targets for 275 representatives break down into the following specialty segments:

Marketing Designated Targets
by Specialty
13,094 Physicians

Anes/Pain 3.084 Oher 2
Onc 1,663 Psych 12% e
PCP 5,120 1% 24%
Newro 506 Nouo
Psych 169 %
Other 1,537 %:
Total 13,004 ror
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ACTIQ Targets Based on 450 Sales Representatives
26,201 Prescribers

Long Acting Oploid Decile
b J 2 L] L] ] N ] 3 a 1 L
o
L]
T
e L]
pressiig Targets
Oplotd
Decile o
o
2
] . ' Non-Targets }
"

The targets for 450 representatives break down into the following specialty segments:

e = Marketing Designated Yargets
B by Specialy 5
. = o 26,201 Physicians
o Other  Anes!
Psych
pCP 14,518 1% 1% P
o e - %
Psych 766 EL] 11%
Othar 3675
Total 26,201
PCP
56%

Target Market Penetration

Currently, we have very low penctration of the 26,201 marketing designated sales

Only 4,277 physicians (16%) of the 26,201 targets have ptzibed ACTIQ 1o ::“;
2003. Of the 4,019 pain spomlim among these 26,201 targets, 1,653 (41%) have
prescribed ACTIQ to date in 2003. This modecate penetration of a key physician
segment represents 2 tremendous opportunity for contirued growth.
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Total Targets
ACTKQ
ACTIQ Prescribers as 3
Specialty Group |Prescriber Count Prescribors % of Target

.AnnsJP_is 4.019 1,853 41%
Onc 284 a7 16%
ECP 14,516 1,257 Ih
Hews 2] 287 3%
| Paych 266 B3 33%
Other 3,675 544 5%
Total 26,201 4,217 16%

Mariket Segmeniation Needs

Based on feedback from physicians at advisory panel meetings and consultant meetings
held in 2003, it appears that there is a need to perform some analysis to further segment
physicians. Physicians cited use of ACTIQ in a multitude of pain rypes during these
meetings and encouraged Cophalon o pursue research’ in these areas, These opinions
came from physicians across a variety of specialties, however, it was obyious that certain
physicians treat pain differently than others; thers are different philosophies in treating
cermain types of pain. In order to better understand our market, it will be eritical ta
perform an analysis of specific segments of the ACTIQ target universe to determine
which physicians are potentially sensitive to particular ACTIQ messages. This will belp
us focus cortain 2004 marketing specific tactics toward the correct market segment.  This e
rarket scgmentation amalysis will be conducted in the second halfof 2003.

Fain Care Speclalist Call Activity

Pain Care Specialists averaged 4.5 calls/day for July 2002 through June 2003, up fiom
4.3 calls/day from the 2003 Marketing Plan. This represcots spproximately 92,000 target
physician mteractions among 10,099 physicians. This slight increasc in call frequency is
raost likely due to the geographical size reduction of some of the PCS sales temritories
from the cxpansion from 60 10 79 PCS sales representatives. Combining and expanding
the PCS and CNS sales forces will shrink sales temitories dramatically, expand our direct
promotional reach and, hopefully provide for increased frequency with key designated
targes. Because ACTIQ is a time mtensive sale, frequency caonot be sacificed for
expanded reach.

AC"I‘JQ Prescriber Decile Analysis
Analysis of the top five ACTIQ prescribing deciles MAT Apri) 2002 versus MAT April

2003 highlights two key findings.
19
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)ac:lo Summary MAT Jung 2003

First, the pumber of physicians within e top five prescribing deciles has increased 44%
fromn MAT Juns mmmhn)wmrmms (300 prescribers). Continued
gowth in the sumber of physicians prescribing halll of all ACTIQ prescriptions is
impostast because it expands the aumber of prescribers on whom we rely,

The second key finding is the continued dominance of pain specialists among the top
ACTIQ prescriders. Pain specialists comprised 8% of the presexibers (127 of 208)
among the top five declles over the timo period MAT June 2002 and increased to 65%

(191 of 300) over the time period MAT June 2003,

Also interesting, although not shown, is the fact that the rumber of decile | and 2
physicians for MAT June 2002 was 5,J45 and increased 64% to 8,447 for MAT June
2003. So, in sddition to the significant growth (44%) among users and adopters (i.e.
physicians i the top five deciles), thers was alto tremendows growth (64%) among
physicians in the first stages of the adoption curve (awwreness snd trial).

ACTIQ Prescriber Decile— Product Adoption Curve Analysis

Presciber | Presciber
Count Count
Product MAT MAT
Adoption Curve June June
j——Steges | 2002 | 2003 | OGrowth |
B o et
_(Deciles 8:10) | 71 LEL S ), )
; :_'" -_'=‘7',:-': - ‘" ) s b 4 vl -
. . {Deciles 57) 8 373 %
L Tral k' -+
Awarentss s
(Decites 44) .| 5706 9,268 2%
__TOTAL 6,040 9,749 61%
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F. PRODUCT AWARENESS AND PERCEFTION

Market research is currently mderway which when completed will allow the ACTIQ
marketing team to better understand the perception and current awareness of ACTIQ.
This research will be completed in Jate Q3 2003,

G. REIMBURSEMENT UPDATE

Reimbursement Overview

ACTIQ generally continues fo operate under the radar screen of most mmaged care
organizations, though there bas been an increase in the implementation of restriclive
measmes i an alempt o limit access. Despite this increass, the mmjority of
prescriptions contisue 1o be reimbursed for malignant as well as non-malignant pain
patients, The formulary status of ACTIQ is not a critical factor in deteomining the
suctess of the product i the market, The qitical marker is the reimbursement starus of
ACTIQ. Though ACTIQ continues 1o occupy a positive fonmalary position with several
managed care organizations, the majority of plans classify the product as a non-formulary
reimbarsed drog. This status is often reserved for low volume specialty products or those
branded products that have a cost disadvantage and/or lack of differentistion. In these
plans fhere has genemlly been a limited effort to restrict access through prior
authorization.

Stats Medicaid programs have increasingly been subject to state budgetary pressures and :
have therefore been moving toward prefemed drug lists, prior suthorization mnd wr
supplemental rebate programs. ACTIQ bas beea put under prior suthorizstion in several

states over the course of the last several months with anticipution that thel trend will

continue, Carreally, I3 states have ACTIQ under @ prior authorization wilh limitcd

success in denying access to the product.

In a minority of plass where ACTIQ formerly held a positive reimbursement or
formulary posilion, prior authorization or other cestrictive measures have been put in
place in en attemp!t 10 conuol wilization. The prior authorization often iy comprised of
one or more of the fullewing:

= Approved within indication and requiring supporting clinical dawz for uscs
ouiside of BTCP
* One or wo documented formulary agents used first
* Quantity Limits
lo spite of the implementation of prior authonzation withia specific plans, with 3 few
notable exceptions (i.e. BS CA, Repeace), ACTIQ continues to perform in line with the
overall 3" party marker. To provide an overall market perspective, 2 sample evaluation
performed by Verispan over the time penod of Aprl 1, 2003 to June 30, 2003 tracked 2
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total of 1,619 ACTIQ prescnptions. The results showed that 92.3% of the prescriptions
were approved, while only 5% were rejected.

Percent of Glaims Approved/Rejected/Reversed
(4/01/03-6/30/03) 6,490 ACTIQ TRx

F.ledeorsed
5%

92%

Sowce: Verispan

Additionally, further mvestigation by Verispan demonstrated that 80% of 2ll copays
associated with ACTIQ prescriptions ave for less than $40.00.

2%

A08 25%
187 10%
1,619 100%

* OPC distribution is based on pald claims Tor lacus drug Actia for scripls with 2 days
supply equal 1o the mode (30 days)
Hote: The aversge oul of pecket cost per day (5 $1.13
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Actig Reimbrrsement Hotline
The following data represent data and trends obtained Uwough the ACTIQ

Reimbursement Hotline activity July 01, 2002 through June 2003,
Reimbursement Hotline Activity

As ACTIQ continves its tremendous growthand physicians grow comfortable wilizing
ACTIQ in a varicty of patients, it is anticipaied and expecicd that MCO reimbursement
issucs will increase proportionally. Currently, there are several plans that bave altempied
to put restrictions in place with limited success. Though these plans are fow in number
they are large in scope (i.e. United) and it will become increasingly imporant to limil the
negalive p!ma'plion thet a few reimbucsement issues may create fo the physician®s mind
In addition, it will also be importanl Lo comtinue to monitor the implemeatation of
comsyance in the masaged care market considenng that this is a member cost shanng
tactic that has the potential to impact sules, Currently, there are only a few plans that
have implemenicd this tactic. Finally, as the nurnber of reimburscment issues cxpands it
becomes mercasingly important to sddress the lack of pesr reviewed pubhcations,

23
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coptinue 10 investigate the phanmacoeconomic epportunity zround ACTIQ and produce
mﬁmmkbmmmlﬂafmgm
breakihrough pain and ACTIQ with select, sestrictive organizations.

H. MEDICAL EDUCATION AND PROMOTION RESPONSE

Continuing Medical Education
CME played a vital role in the education of physicians, nurses and pharmacists in 2003
regarding BTP. The major CME initistives in 2003 included 2 CME op-demand
teleconferencs, Jocal and regional CME symposia (CEP Lecfures), & tn-mesterly
newsletter entitied Emerging Solutions in Pain, amwbmhwhmme
EmergingSolutionsinPain.com and the sponsorship of the breakthrough pain category on
pain.com, the most popular pain website on the internet. Additional CME initiatives
included a CME insent in Newrology Review, s CME insedt in Pain Medicine News and
an opicid dosing monograph.

The local and regional CME Symposia represented the greatest effort ja 2003 and
allowed for the scientific exchange of extensive information on disgnosis and
management of various pain stites using a field driven system to control logistics, Sales
representatives 'were ullowed siguificant involvement in the logistical agpects of the
regional and local CME programs. The iaitial goal for the sales force was for cach PCS
jve to assist in the scheduling of approximataly four local programs for & total
316. The Medical Lizison Managers also had the ability o st up CME programs on a
regional Jevel for their respective. temitorics, and were expected to do at least ore
program each for 2 tofal of 13. The total number of programs exccuted may fall shy of
upnlapemhmhndomh:pndhzahmd-ap&

The triannual newsletter, Emarging Solutions in Pain, currently has a circulation of over
llowmmmﬁ,mphymuﬂzm&nm) The newsletter pllows for
communication of informztion oo diagnosis aod management of various pain types,
inchading BTCP in two distinct media:  written and CD-ROM. The sccompanying
websiie serves as a sepository for all CME programs created.

Promotional Medical Education Frograms

Sales-driven Medical Education Programs (MEPs) are also a critical component of the
educational efforis for ACTIQ. In 2003, over 800 sales-driven MEPs will be exscuted
with greater Usan 1500 clinicians exposed to ACTIQ promotional messaging.

Advertlsing Campaign

mummmﬂymurorncrmummrmmdwumwudym
2001. This concept kas been utilized in all branded promotional and advenising
materials since. Market research in 2002 showed that the concept was still successfil,
bowever, with some minor changes it would be even more effective. Keeping the “bell™
mmwﬁmmumqu,wﬂkmw
have mads it even mote effective. These minor adjustments included adding the headline
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“When Onset Mafiers.. . ACTIQ On Csll” and the tagline “When Omset Matiers”,
although balance is required when making these siatements. The most cumrent journal
advertisements can be viewed as Appendix 1.

In July 2003, s Campaign Tracking Stady (CTS) was initiated with ACNielsenHCI to
evalustz the concept's overall effectivensss, More specifically, the study will measure
physicians” ability to recognize and recall the advertisament as well as the believability,
relevance and unigueness of specific messages within the advertisement  Similar
feedhack will also be pained ulilizing # detail piece, Participating physicians will total
150, including 50 oncologists and 100 pain/ anesthesiologists. Results will be available in
mzmmwbmdmmud:fythnumlmahm&i

: 4 MARKET DYNAMICS

. Opilotd Market
The prescription apioid marke? can be divided into two major categories:
- Short-acting cpioids
» Long-acting opioids

Short-Acting Opioids
The short-acting opicid market can be further subdivided into two distinet categories:

» Short-acting pure opicids 2
» Combination product (e.g., opioid plus NSAID)

commonly used 1o treat opioid naive paticnts suffering fiom acute pain and recurrent or
cpisodic pain, &5 woll a2 opioid lolerant paticnts suffering from breakibrough pain.
Acute pain is lootely defined as pain of relatively short duration elicited by injury of
bodymmnd-dnhmdmdmu(c;,qm surgery). Recurrent or eplsedic
pain 1cfor to intermittent oceurrences of pain, with episodes [asting for a relatively short
duration but occurming actoss an exfended period of time (e.g., migraine headaches, sickle
cell crisis); there is not a persistent-background pain compooent. Breakthrough pain is
defined as a transitory flare of pain 1hat ocows on a background of otherwiss stable,
persistent pain in paticnts receiving chronic opioid therapy.

Currently available short-acting opioids provide onset of analgesia over a range of 30-60
minutes while the duration of activn runges from 4-6 howrs.  As the name implics, these
products bave s demnfeﬂ‘mthmhnmmgm The pervasive
mispercoption among pain physicians is that the enset of amlgesia that they provide is
mere rapid than oral lomg-acting opioids. This misperception is patenily mbme. The
onsel of analgesia of short-acting agents (approximately 30-60 minutes) is practically
ideniical to oral long-acting opivid products. A study published in the Jowrnal of Pain
and Sympiom Management in October 1999 entilled “'Can a Cormolled-Release Oral
Dose Form of Oxycodone Be Used as Readily as an Immediate- Release Form for the
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Purpose of Titrating lo Stable Pain Control?" demonstrated that the median tme to onset
of pain relief was 46 minutes for 30mg of immediate.release oxycodone and 41 minutes
for 30mg of controlled-relcase oxycodone. This data helps to prove that the curently
available oral short-acting opioids do not offer any clear advantage over oral long-acting
agents with respect to onset of analgesia. Furthamors, the term “immediate-release™ is
ofien considered a misnomer. Immediate-relense refers to the fact that these products do
not provide a controlled-release of medication over an extended period of lime, as do the
long-acting opioids. A chart of the short-acting pure opioids is included as Appendix 2.

Long-Acting Opieiés e
Lonp-acting opiojds are most commonly prescribed to Ireal the persistent pain component
of chronic pain in patients who are considered opioid tolerant. Chronic pain is loosely
defined as pain that persists for a specified time that is arbitrarily determined (e.g., 3
months or 6 months), or beyond the expected period of hesling. The duration of
analgesia ranpes from 872 howrs, while onset of analgesia ranges from 45 minutes to 12
hours. The coavenience afforded by the duration of apalgesia is the key beaefit of long-
acting opioid products. The onsct of analgesia is nol & differentisting factor for long-
acting opioids. A chart of the long-acting opioids is incloded as Appendix 2.

Evoalving Poin Guidelines

Opinid use is currently classified by potency by the WHO (World Health Orgamization)
Three-Stop Analgesic Ladder. The WHO ladder system of pain mopagement is
segmented by the degree of pain: mild to moderate, modemte to severe, and severe. The
ladder matches each lovel of pain to the polensy of medications with more potent
medijcations at each step. Adjuvant medications are also incorporated into the WHO
ladder.

Most key opinion leaders view the WHO Three-Step Analgesic Ladder as somewhat
outdated. For example, major flaws of the WHO ladder include the absence of the
concept of BTP and the recommendation of combination product use for modemte to
severe pain. The American Pain Socisty (APS), the WHO and other pain organizations
will be publishing various pain treatment guidelines in 2003. Treatment guidelines for
some chronic pain syndromes were completed and published in 2002 including,
osieoarthritis (OA), rheamatoid arthritis (RA) and sickle cell anemia.

Overall, newly revised/developed guidelines should offer 2 vast improvement over the
archaic WHO ladder and should be an important step in increasing awareness of the
proper asesssment and treatnent of BTP and the use of opioids i pain states sich as 0A,
RA and others. As these newer, mote aggressive guidelines are adapted, BTP becomes
more widely accepted as a clinical entity in peed of treatment, and the characteristics of
BTP are bener understood, we will have the opportunity to position ACTIQ as the ideal
treatment in the management of BTP.
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J. COMPETITION

Competitive Companies § P

The major companies in the pain market ploce coprently marketing pain medications (i.c.,
not devices) inclede Purduc Phanma, Janssen, Abbott Laboratories, Elan, Ligand, Endo
and Cepbalon, with Purdee Pharma and Janssen being the dominant market [eaders.
These companies have primarily focused on the cutpatient chrovic pain market for long-
acting, sustained release products (although most offer both long and short-scting
products), but many companies, such as Watson Pharmaceuticals and CIMA arc in
various stages of development with short-acting compounds which may be indicated for
BTP or BTCP. A comprehensive list of poteatial competilozs is listed ag Appendix 3,

Long-Acting Opioids: Competitor or NotZ

The currently markeled long-acting products are not considered direct competitors of
ACTIQ, bowever, in & czitain sease they remain as 3 competitive barrier to additional
ACTIQ use. In general, these products have indications for “moderate to severe™ pain in
opicid tolerant paticuts and arc positioned for the treatment of all types of chronic pain,
inchading both malignact and non-malignant. As mentioned previously, the duration of
action for long-aeting opioids ranges from 8-72 hours, while the onset of analgesia ranges
from 45 minutes to 12 hours. All of the manufacturers of loog-acting opioids, especially
Purdue Pharma and Javssen, have been educating physicians over the last seversl years
about the ability to reduce and/or eliminale the nead for BIP medicetions by merely
increasing the Jevel of the persistent pain medication to cover episodes of BTP. In the .
rare iostances that a patient experiences BTP (ie, the Jomg-acting medication is
perceived to have “failed” at a specific moment), they espouse that a short-acling )
medication can be presciibed as a3 “yoscue medicatibe”  Many of these long-acting,
sustained release products have complementary short-acting products that have been
traditionally promoted for acute md episadic pam.  Although thei nsc is indicated for
modemte to severe pain oaly, many of these shorl-acting products are being promeoted for
use as ‘yescie medication™ to be used along with the long-acting counterpart. As
mentioned previously, the onsst of anaigesia of ol short-acting opioids ranges from 30-
60 minutes. This delayed onset of analgesia may not provide relief rapidly enough to be
effective to control a typical BTP or episodic pain episode,

Education regarding the independent assessment and wreatment of both persistent pain
and BTP will confinve to be 2 major abjective in 2004,

ACTIQ's Compelitors: Direct and Indirect

ACTIQ’s direct competitars are the pure short-acting opioids  The branded formulations
of these opioids are listed in Appendix 3. The use of other currently available oral shart-
acting pure opicids for the treatment of BTP is less than ideal duc to o lack of rapidity of
analgesic cfTect that they afford. ACTIQ's clear and distinct advantage over the currently
avaikble products in this category is its rapidity of onset of analgesis.
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Opicid corubination products, although prescribed for the treatment of BTP, are oot truly
direct competitors of ACTIQ for the following reasons:
» Limited dosing flexibility due 1o low opioid dosage options (for usz in mild 1o
moderzie pain only)
* Dosz ceiling cifect due to presence 0f NSAID (intolerable side effects)
» Not being aggressively promoted for the trestment of BTP
¢ Usc in BTP and cpisedic pain occuming as a result of physician ignomnce.

As previously stated, long-acting oploids are not considered a direct compelitor in the
BTP market; however, Mmyu“mdumnﬁxmlme&u&rAmQ
Various manufacturers bave aggressively educated physicians that when appropriately
-.Mm:w-mwmd.mmunﬂummm or should

uming hMWMMWwM Ro-emﬂmgpbysmvﬁ!
be a challeage.

Pure Short-Acfing Prescri and Market Share’

; : 3os {8 . C 3 892700 11290, IBETN TR
g wphine SulfG) -~ " "'"024062 | " 21% .:.11:1 AT I3% | 3% -
d “. Hydroma AGH. | 483928 | 1% - .‘ﬂﬁén.ﬁ 1 - 40% |
Roxicedane {B) 15% 576,044 1% | -15%
ACTIQ (B) 124915 A% | 2435 5% | %8%
Roxanol {4 types) (B} 382,674 % 236,472 4% -38%
Dilaudid (3 types) (B) 237,853 5% 212428 [T 1%
OXVIR {B) 302,097 % 225,908 4% -25%
MSIR (B) 160,924 4% 161,733 3% 1%
. Todaine(G) -~ '~ | 83730 2% (102832 | 2% [ 4
OXYFAST (B) 90,226 2% | 58,853 ™ | -35%
Tl " g2
(B} = Brandsd

For MAT Junc 2002 versus MAT June 2003, the fotal pure shorr-acting opicid TRx
markel grew 21%. All of the gencric products showed growth while all of the branded
products except ACTIQ bad negative growth. ACTIQ prescriptions bave grown 98%, a
fagter rate than any other pure short-acfing product, branded ov generic. For this same
tine period ACTIQ increased its market share from 3% Lo 5%6, while all he other
branded prodocts Jost market share.
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. COMMERCIAL INFRASTRUCTURE UPDATE
A.  SALES AND MARKETING

While the size of the commerrial infrastructure that supports ACTIQ remaiped fairly
modest in 2003, Cephalon marketing and sales continued to excel and drive the product
forward.

The PCS sales force expanded from 60 representatives in 2002 to 79 representalives in
2003. The zddition of 19 PCS sales represeniatives created slightly smaller, more
manageable sales lorritories 2nd may bave contributed to the continned success of
ACTIQ. Additionally, 3 second Product Manager was added to the ACTIQ marketing .
team. This addition allowed for the implementation and exeontion of a greater number of
marketing initiatives, as well as optimizing financial resvurces placed behind the brand.

Further expansion of both the sales force and ACTIQ marketing team will be required 1o
move ACTIQ 1o the next Jevel of productivity. Assuming that the Cephalon PCS and
CNS sales forces will be combined and possibly expanded, this will certainly extend the
reach of the brand. However, this action may not provide for the focus or frequency
mbuﬁmhhﬂs“dwmmmmw
detrimentally affect Cephalon's sbility to meet 2004 ACTIQ TRx and zales fargets. To

meet TRx and sales targets, it will be impentive fo sccomplish the following three
aiﬂﬂlmﬁmx

» Sales Foree Training ;
o Providing product knowledge and pain market dynamic sales tnining © wd
all new represcatatives will be cntical to any expanded sclling cfforts «*
« Sales Force Focos and Commitment to Selling ACTIQ (especially sales
management support)
o Obtaming sales force focus and commitment to scllmg ACTIQ can only
be accomplished through [) marketing providing this motivation through
passion for (he prodiuct, quality promotional selling tools and
complementary medical education tools and 2) sales providing appropriale
sales bonue incentive and direction for exscution in the fiedd
o Terrilary management and gpending appropriale selling time on each of
Cephalon’s products
» Accurate and Appropriate Targeting
o Murketing must provide excellenmt sales targels 1o allow for proper
rargeting and maximal presence with the most appropriae ACTIQ mrgets
o Sales management must provide excellent directivn and coaching
regarding targeting 10 easure appropriate s¢lling time for each prodnet
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IV, SWOT ANALYSIS AND KEY MARKETING ISSUES

A ACTIQ SWOT ANALYSIS

STRERGTHS

WEAKNESSES

= Repidonsstof analgesia '
. maiuﬂm,mdmw
ﬂﬂmcmponﬁmﬁ mnm'\d
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Wmu (Risk i-l—;mza Flan oed 30-day
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|m¢-o avnﬂyd‘pmm
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B. KEYMARKETING ISSUES

Seven key marketing issues must be addressed in 2004, The first four of these key issues
have persisted since ACTIQ was launched in 1999.

¢ Low awareness in the assessment and treatment of BTP
Many of our targeted physicians amd healthcare providers believe that they are
managing chronic pain adequately despite the fact (hat most pain assessment 10015 do
not inchude questions or pain scales specific to BTP. BTP must become recognized
as a critical coropornent of chronic pain that zust be assessed and treated as a distinct
and separate entity from persistent pain.
» Low product awareness among patients and prescribers
Many physicians and bealthcare providers remain uninformed about ACTIQ end its
benefits in treating BTP. Increasiog the awareness of ACTIQ and its key
differentiating benefits of rapid onset of analgesia, portability, comvenience and
control will be crilical 1o continuing the tremendows growih seen with ACTIQ in
2003.
e Limited number of key apinion teaders ({OLs)/advocates
Beth marketing and public relations must develop/renew relatioaships with KOLs in
the field of pain management in order for ACTI() {o gain the sxposwe and support
necded o hecome a firat line treatiment option for BTP. Key opinion leaders must be
mude aware of the key messages and benefits of ACTIQ and be encouraged to
incorporate ACTIQ as part of pain treatment guidelines, At this time, there are no
guidelines specific to BTP and BTP is ignored or rarely mentioned in most pain
treatment guidelines. Yod
» Limited clinical data and publications
Developing data and/or publications fu the following areas will continue to be crucial
in growing the use of ACTIQ, as well ss overcoming cument and [uture
reimbursement hurdles.

o Efficacy/safety/utilization data in appropriate therapeutic areas requiring

rapid amalgesia in opioid tolerant patients

o Simplified titration information

o Quality of life data
Decisions 10 be made in the pear funwre regarding ACTIQ and future potential pain
products will affect the course of developing this data, which could be gencrated from
open labe| trials/phase IV research or retrospective studies’pablication effons.
¢ Potential branded competitors in 2005
It is expected that other products with similar benefits will become available as early
as 2005 and may claim to have an even foster onset than ACTIQ. Cephalon must
anticipate and prepare for the launch of these products and proactively deliver the
right messages regarding the onset and safety of ACTIQ to kcy targeted market

segments.

s  Physician fear/concern of prescribing opioids (“Opiophobia™)

Opioids have only become more widely prescribed for pain in the outpatient setting
over the last 10 to 15 years. Evan wday there are still concerns among clinicizns such
as abuss, addiction, accidental ingestion and diversion, especially as a result of the
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Oxycontin abuse issve which surfaced in 2001, Additonally, physicians are being
scrutinized by both their peers and governnient ageacies with respeet to their practice
of pain medicine and in particular their opioid prescnbing habils, It is eritical
today’s world of pain medicine that physicians understand how, when and where to
prescribe opioids safely. These concems may have specifically resulted n physicians
shying away fom prescribing ACTIQ in the past as mamy physicians relate rapid
nuﬂwwﬁmdmﬂﬁwhﬁ-udhhpmm{fwam As an

emerging competitor in the world of pam medicine and 10 ensure ACTIQ's continued
mnu&ni&dmmnmmaphlonm:mmnkulfm&m
other comnpanies marketing opioids and assist physicians by providing & mechapizm
to appropriately and safely prescribe opioids.

Two addidonal key issues the ACTIQ marketing team must be concemed with in
2004 inchode the following.

= Combining of sales forces: potential loss of focus on ACTIQ ‘

With 79 pein care specialists, the direct promotional reach for ACTIQ in 2002 is
mhtﬁmMMhMb&nukﬁmuofﬁumnm
ACIIQbuILMbunoﬁddhhmmhmhM:dhgm
mmmmhmmmwngunamu
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umhdymbmwlmwcwhﬂwm&dwysﬁﬁﬂr
last year by dirccting the sales force ta expand their core of targets. This new strategy
also proved producdve as ACTIQ sales are projecied to eclipse budget by 6% in
2003. Also, for MAT Juae 2003, there are still only 300 prescribers who account for
50% of all ACTIQ prescriptions and only 1302 that account for 80%. Combining aud
possibly cxpanding the PCS and CNS sales forces in 2004 cxeates both opporunities
and challenges for ACTIQ. ACTIQ marketing must be prepared to maximize the
opportunities and mitigate polential downfalls,

= Poteotial negative reaction lo new compressed powder formulation

Thus far in 2003, the fransition to the new fonmulation of ACTIQ has provided
numercus pegative responses from both pationts and clinicians. U will be critical to
our immediate and fotwe meccess to wnderstand the impact and scope of thess
negative responses and plan o potentially address or mitigate them in the second ball
of 2003 and in 2004,

2
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A PRODUCT VISION AND POSITIONING
A. ACTIQ VISION

Short-Term Vision: ACTIQ is a unique, revolutionary and highly beneficial option to
treat patients with BTP.

Long-Term Vision: ACTIQ is the ideal first-line option to treat BTP.

Although ACTIQ prescriptions continued fo grow at an impressive rate in 2003, ACTIQ
must still be established as a valid first-line ueatment option for BIP. Additionally, we
must continue o strive to educate the pain community about the importance of assessing
and treating BTP independently from pérsistent pain  In order to accomplish the long-
term vision for ACTIQ, the following needs must be met.
= Development of clinical data and/or publications discussing:

o Efficacy/safety/ntilization data in appropriate therapeutic areas requiring

rapid anzaigesia in opioid tolerant paticats
o Simplified titration information
o Quality of lifc data

Due to minimalineffective internal support and 6cus on publication projects with
high commercial value, marketing undertook responsibility for dnving publication
efforts in 2003. Marketing will continue to drive the strategic and tactical execution
of these efforts in 2004 or until such time that adequate and appropriate intemal
support is provided. P

Expanded and bighly effective promotional and medical education efforts
Develop a 100l(8) to support reimbursement issues

Expand direct promotional reach withowt sacrificing focos or frequency
Increase ACTIQ marketing personnel and financial resources

L R
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B. ACTIQ 2004 POSITIONING
ACTIQ"s positioning will continue 10 focus on its key differentiating feature and benefit.

s Key Feature: ACTIQ utilizes a unique oral transmucosal delivery system (OTS™)
for rapid absorption of fentamyl
e Primary Patent Benefit: ACTIQ's ora) transmucosal delivery system provides the
most rapid opset of action among al non- invasive, shorter acting opioids.

ACTIQ 2004 Positioning Statement:
Thc2m4pumwnmgshbmmlfnrmmhlbowiqdiﬂ'mmg
feature and benefit and, as it should at this point in its lifecycle (no changes in
label/indicaliun or in the competitive se), is identical to the 2003 positionirig
statament. The 2003 positioning statement for ACTIQ was created to be simple,
direct and allew for broad therapeutic application as deemed appropriate by the

prescriber.
ACTIQ is fentanyl in a unique oral tr al delivery system that
provides the most rapid onset of apaigesia of any nonlnvasive opioid
{ormulation available.
Patient Profile
) At 3 consultant meeting i 2003, a discussion took place regarding the future

devolopment of ACTIQ and otber pain products. As the group of physician consultants
debated the patient populations most in need of a prodoct that offers the primary patient
benefit of ACTIQ, one physician posed the question, “What pain patient does’t want or
need rapid pain relicf?” Based om countless interactions with pbysicians st consultant
mectings, advisory panels md in market research, this statement aceurately reflects the
fecling of most pain patients regarding their desite for obtaining rapid analgesia once

pain begins. Therefore, the ideal patients for ACTIQ are those that will benefit flom
Amwsnwmdmnwwnmmmw.mmmm

Again, based on the feedback we have retcived from our consaltant meetings, market
research and continued growth of the product in 2003, it is spparent that the physician
who posed the question above was comect. ACTIQ’s primary patient benefit of rapid
analgesia and solid safety track record as n BTP medication since its April 1999 launch
have made 1 a medication of choice for many prescribers locking to provide sapid
analgesia for their patients.
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V. MARKETING AND PROMOTIONAL STRATEGY
A.  MARKETING GOALS AND OBJECTIVES
Marketing Goels

MMACUQMgphnwﬂmkwad&mﬂummmlyhﬂedmd
achieve the following goals:

L]

a8 e

Increasc awareness of ACTIQ and BTP among targeted physician
specialties/segments and patient populations
Increage tha overall number of ACTIQ preseribers
Increase the pumber of prescribers in the top five TRx and Units prescribing
deciles (Le. move prescribers along the product adoption curve from dabblers to
users/adopters)
Increase ACTIQ prescriber productivity and prescriber retention
Continue to develop relationships with KOLs in pain management
Develop a 100l(s) to assist with managed care/Medicaid reimbursement
Continue to build on clinical data/publications initisted in 2003 to meet prescriber
and advisor recommendstions regarding:
o Utilization data in various pain fypes/therapentic applications
o Simplified titration/dosing
o Quality of life (improved patient functioning)

Marketing Objectives L
Factory sales and prescription volume objacum for 2004 are as follows.

B.

MARKETING STRATEGY

Overall Promotional Sirategy

As stated above onc of the key objectives for 2004 will be w drive physicians along the
product adoption curve from awareness and tnial to usage and adoption. Therefore, the
overall marketing strategy for 2004 will continue to build on the successful platform
developed in previous years, which will bs to 1) raise awareness of BTP and ACTIQ
through PR and marketing driven awarepess initiatives and 2) differentiate ACTIQ from
its coapetitors by educating clinicians sbout the core product benefits (rapid onset of
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analgesis, portability, convenience and patiest controlled administration) through
targeled medical education initistives.

When looking at the product adoption curve, 11269 of the 11,713 total ACTIQ
prescribers fall into the “trial” moge. These 13,269 proscibers comprise ACTIQ TRx
preseribing deciles 0-4 and represent a wemendous oppormmity to grow ACTIQ
prescriptions. Only 444 prescribers fall within the "usage” and ‘doption” range of the
adoption curve. The 344 “users” comprise the ACTIQ TRx prescibing deciles 5-7 and
the 100 “adopters” comprise deciles 8-10. The overll promotional strategy for 2003 will
be to move prescribers from awareness and trial to usage and from wsage to adoption.

i 11,713 Total ACTIQ Prescribers
3 {MAT 4/03)

Promotional Strategy by Key Marketing Issue

lssue: Low swareness in the assessment and treatment BTP
Strategy: Educate key targeted physician specisities and patieat populations about
the imporiance of assessing BTP and the benefits of treating it with ACTIQ
Though promotional, educational and public relations cfforts, marketing will strive to
increase owarcness of BTP omongst targeted physicion specialties and patient types.
Based on proven success, peer-to-peer promotional efforis and CME will be the primary
means used 10 educate physicians, phurmacists and nurses. PR efTorts will be the primary
method of reaching and educating patients. In addition, an enhanced convention presence
including a lrger, ACTIQ-dedicated booth and an enhanced media prescnce will be
emplayed in 2004.

36

NR

AL p 10048099
ggfég?I;EMTION AND PROTECTIVE ORDER CEP__TP

TEVA_MDL_A_01159299

Confidential
P-03601 _ 00037



Issue: Low product awareness among patients and prescribers

Strategy: Strempthen the association of ACTIQ and its key patient bencfits through
improved aware ness aad medical education

Market research was conducted in 2002 to obkain feedback from physicians to determine
which key messages best conveyed ACTIQ's key differentiating benefits. These key
messages, along with the current brand cancept (i-s., the bell concept) developed in 2001
MMuMﬂW&ﬂmwMammnmm
of ACTIQ. Marketing will implement high reach promotiomal and sducational efforts 1o
coptact as many potential ACTIQ preseribers as possible.  Additionally, more specific
tmgeted promotional and educational efforts will be implemented to raise awateness
among the highest poteatial prescribers. In order 1o maintain the tremendous growth seen
in 2003, awareness of ACTIQ associsted with its primary patient bepefit of mpid
analgesia must be enhanced.

Issue: Limited number of KOLs/advocates

‘Strategy: Buil@/renew relationships with KOLs in pain management and targeted

physician specialties through comsnltant meetings, advisory boards and PR efforts

Great strides were made in renewing and developing relationships with KOLs in 2003,

yet this remains 2 key marketing issuc for ACTIQ. Agasin, marketing and producl
communications will initiste/rencw contaet with KOLs with the objectives oft 1)

receiving guidance in the development of edbcational initiatives, clinical wials and

publication effusts, xod 2) empower advocaies 1o incorporats BTP and ACTIQ info pain

treatment puidelines and educational initiatives. At this iime there are no treatment .

guidclines specific lo BTP and very few mentions of BTP are found among the various

pain treatment guidelines. s

Issue; Limited clinical data and publications
Strategy: Drive the divection of phase IV research and publication efforts to be
consistent with commercial peeds
ACTIQ's nurrow indication and accompanying tisk management program (RMP) are its
most significant promotional Limiting factors. Additionally, a lack of data rcgarding case
of dosing/titration end quality of life also hinder physician atceptance of ACTIQ. Thres
distinct publication efforts were initiated in 2003 focused to address/highlight these three
areas: 1) ACTIQ wtilization, 2) simplified dosing and titration, and 3) ACTIQ"s impact on
QoL. Also, a slinical trial aimed at defining the prevalence and chamcterstics of BTP
among noo-malignant pain patients is planned to begin in 2003, but may not commence
due o budge constraints. This study, and hopefully others 1o follow, should demonstrate
the need for a product with ACTIQ's clinfcal profike in nov-malignant BTP. Duc to its
primary patent benefit end the understanding of fentany) among pain physicians, theie is
subsiantia) opportunity for ACTIQ's continuad acceptance ax the ideal treatment
for BTP. In order 10 cominue the remendous growth ohserved m the last several years, it
will be imperalive that Cephalon continue (0 provide dhta related to these arcas.and
others to aurrent end polential prescribers.
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Issuc: Potential branded competitors in 2005

Strategy: Proactively position ACTIQ o defend its market share against future
branded competition

Competitive intelligence was implemented in 2003 and found that ACTIQ may face
branded competition s carly as latc 2005, Marketing must coptinuc 0 kegp & close
watch and determine the best strategy for defending ACTIQ'S position in the pain marketr
It will be imperative for the ACTIQ marketing team 1o rernain flexible reganding a
change in ACTIQ's key ‘messaging and positioning as we become aware of new
competition and how they plan to position themselves in the market. Marketing must be
caxeful not to negatively position 3 branded competitor with faster onset of analgesia than
ACTIQ, especially if Cephalon plans to launch a product in the funire with a more rapid
onsct. Key messages for ACTIQ may noex to focus on the safety aspects of the product
(ie. the bendie, RMP and safety tack vecond). Close coordination with the ACTIQ
business stralegy tram must be mainisined to determine the best approsch. Onoe 2
strategy is deteanived i 2004, warketing and sales will proactively sducate bealthicare
providers of the advantages ACTIQ bas over any future potential competitors,

Issuet Physician fear/concern of preseribing opicids (*Oplaphobia”)
Strategy: Provide a mechanism to facilitate physician needs for appropriate and
safe opield prescribing habits
Maay clinicians who medically manage pain with opioids have concemns such as abuse,
addiction, accidental ingestion and divession.  Additionally, sciutiny of opioid
prescribing practices by governmen! agencies exacerbate this fear and may affect the
opioid prescribing habils of some pbysicians. As stated previously, these concems may
bave specifically resulied in physicians avoiding prescribiag ACTIQ, especially since
many physicians relate rapid analgesia with rapid onset of cupboria and thus the potential
for abuse.  Based on the feedback from consullants meetings and advisory panels, it has
been determined that Cephalon must attempt fo assist physicians by providing a
mechanisa fo prescribe Opiaids approprnately and safoly, ACTIQ marketing has
deteomined that a nop-brasded promotional effort/program called Reduce the Risk will be
implemenied in 2004 witk this specific goa) in mind. The objectives of the program will
be as follows
# Create Jocal communities of bealthcare providers involved in the wordd of pain
management
» Optimize patient care
* Reducc the jisk of prescribing opicids by encouraging medically appropriste
measures such as, but not limited o, sccurate docuneniation, appropriate paticat
referra] to other specinlists, patient drug sereens, ete.

Additionally, MAdemmmnwﬁthnpmmadvmﬂu
independent ¥ party to develop a Screcning too) to be used (0 highlight potential abuse
Tssues with patients.  Each of these initiatives, the Reduce the Risk program and the
screening tool, will be wemendous, value-added tools for the sales force and help to get

Cephalon apart from is competitors
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Issue: Combining ol sales farces: potential loss of focus on ACTIQ

Strategy; Motivate and focus selling efforts on ACTIQ by providing quality selling
tools, solid sales targets and passion for the product

As the PCS and CNS sales forces are combined and possibly expanded to extend cur
promotional reach, the fact that all three Cephalon products will be sold by the sales force
mhm!hnbfmsahhﬂbfmmwmm&nﬂﬂ&qmw
mmmnm hmnbeaunﬂnszwhACﬂQmﬂEﬁqmm
1) provide passion for selling ACTIQ based on patient benefit, 2) motivate the sales force
to focus selling efforts with the right frequency of calls, 3) provide the sales force with
quality selling tools nd 4) provide the sales force with the best potential prescribing
targets to help them manage their territories ax efficiently as possible. Hopefully, these
activities will allow for ACTIQ to be successfil and meet TRx and sales targets while
&yhtmmhﬂssln«.mhnduluhmwmﬁedofpmmm“w
previous selling experionoe in the pain mariced.

Issue: Potential negative reaction to new compressed powder formulation

Sirategy: Fully assess and evaluate any lingering negative reaction and develop a

plan of action to sddress/correct [t

Tt will be critical to folly understand the impact and scope of any/all negative responsas to

the new formulation of ACTIQ and plen to potentially address or mitigate fhem during

the sermainder of 2003 and in 2004 if they persist. Duc to the fact that the transition is

still underway and the full scope of the issus has not yet been detenmined, it is not

possible to sel a stralegy 10 address this potential issue at this time. [t will also be

important for Cepbalon o fully understand and consider the scope and severity of any

negative teaction to the new formulation when planning to potentially develop and s
transition 10 a sagar free formulation n the future. ' :

i
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VII. TACTICAL PLAN
A ACTIQKEY MESSAGES

Message and positionmg testing was done in April 2002 o determine the key messages
that most effectively coovey ACTIQ’s key differcntiating benefits and sppropriately
position the product. ACTIQ will continue to be positioned in 2004 as fentanyl in a
unique oral transmucoss| delivery system that provides the most rapid onset of snalgesia
of any nop-invasive opioid formulation available through the commuaication of the
following key product messages, which tested highest amongst physicians in April 2002:

«  Efficecy: The main beoefit of ACTIQ s its time to onset of analgesia. -
« Safety: In clinical trials, ths safety and efficacy of ACTIQ were established in
opioid tolerant cancer patients receiving both long-scting ol and transdermal

opioids.

* Side Effects: The adverse events seen with ACTIQ aie iypical opioid side
cffects. Frequenily, these adverse events will cease or decrease in intensity with
contizmed use of ACTIQ, as the patient is tilrated to the proper dose,

¢ Dozing and Titration: ACTIQ should be taken along with the patients’ longer-
acting cancer pain medication.

= Convenience/Ease of Use: ACTIQ's oral transmocosal delivery system and
onsct of action provides patients with portability, convenience and controlled
administration

» Delivery System: ACTIQ ulilizes a unique oral ransmucosal system (OTS™) for
rapid absorption of fentanyl.

s MOA of Fentanyl: High lipophilicity of oral transmucosal fentanyl allows for
rapid absorption across the oral mucosa into the bleod and distribution ioto the
CNS — 3 process with a 3-5 minute half life.

Most of these key messapes appear in some fashion in promotional materials, inciuding
the most recent joumnal advertisement (Appendix 1), sales aids and booth pancls. In the
Jjoumnal advesrtiscment and booth pancls, these key messages, along with the headline
“When Onset Matters...ACTIQ on Call” and the tagline "When Onsct Matters™ help to
drive home the core patient benefits of ACTIQ.

B. TARGET AUDIENCE
The ACTIQ trget audience includes oncologists, pain specialists and physicians skilled

in the use of opioids. The targeting methodology used in 2003 will be repeated 10
estublish targets for 2004.
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G CORE TACTICAL PLAN

Overall Tactical Approach

The raajority of marketing resources will be allocated 1o tactics that are considered 1)
most effective in delivering ACTIQ's key messages o our target audiences aod 2) most
effective in educating and rising awareness of ACTIQ and the clinical entity of BTP.
Based on historical successes, the tactics most cffective in accomplishing the
aforementioned critecis include peer-to-peer educational programs such as CME
inifiatives and sales-driven medical education programs (MEPs). As in 2003, consultant
meetings and physicizn and nursing advisory boards will be implemented to help identify
the most appropriate and effective tactical programs and fommats, to assist in the
development of clinical research and publications plass, and to develop programs to raise
awarevess of BTP/ACTIQ among both patients and clinicians, Lastly, due to insofficient
intemal support, marketing will 2gain drive key publication efforts in 2004, Therefore,
the 2004 ACTIQ tactical iitiatives can be broken down into three broad categories:

« Promotional Tactics
s  Medical Education [nitiatives
s Advisory Tactics

The following is a brief overview and description of the 2004 ACTIQ tactical plan
The 2004 Tactical Plan By Key Marketing Strategy, 2004 Tactical Implementation
Timeline and 2004 Tactical Budget are attached 28 Appendices 4, 5 and 6 sespectively.

Promotional Tactics

+ Direct Selling Suppert Picces

Marketing will provide the sales force with oppropriste and effective sales support
materials. These materials will bs updated to reflect the new formulation in the second
half of 2003. All support picces will contain ACTIQ key messages as listed previously,
a5 well as the brand colers and current brand concept. Sales representatives will continue
o receive a sufficient amount of coupons as they have proven incredibly effective in
generaling new patient starts.

2004 promotional sales matenials will inclode:
o Core Sales Aid
ACTIQ Coupons-
Pockel Dosing Guides
Physician FAQ
Patisnt FAQ
Reimbursement Guide
Patient Use Q&A Tear pads
BTP Wall Charts and Counter Cards
ACTIQ Monograph »
Prometionally Approved and WLF Reprints

pooooDOOCO
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o Direct Mail

meumﬂmgzﬁomﬁmwhasonmﬂﬂhgma following key objectives:
Complement direct selling efforts

Raise awareness of BTP and ACTTQ among key targets

DelRver ACTIQ key mcssages lo spesific market scpments
Maintain/continue communication with previous direct mail responders

Mot direct mail targets will be both maxketing and sales targets. Therefore, the sales
force will be-provided with copies of each direct mail effort to familiarize themselves
with what has been cosmmunicated to their physician targets.

0000

* Medical Meeting Presence

Mﬁnmm-Mdnﬂmwmmwwﬂmﬂ
focus on increasing and improving our presence al these mectings, The primary
objectives will be 10 raise awareness and Lo brand both ACTIQ and Cephalon within the
pain coramunity. mmumwwuwmuamm

the mechanion of action, OTS™ delivery, BTP chamcteristics and titration messaging
will help to deliver key marketing messages, raise avareness of ACTIQ and differentiate
ACTIQ from its competitors. A scparate and distinet Medical Affairs ares within the
larper booth allows for questions regarding wse of ACTIQ. It is crucial that
maintsin and/or inctease its presence at these key mectings in erder o -
be setn as 2 major player in the pain markel. The 2004 Medical Meeting Schedule is

altached 28 Appendix 7.

= Internet Activity

As in 2003, marketing will utilize ACTIQ.com to provide product specific mformation as
well 83 RTF information to both physiciams and patients. The site will be updated with
compressed powder formulation information and visaals in Q3 2003,

& Journal Advertisemnents

Marketing will implement both a branded single page and a two-page spread im 2004 as
in 2003. The current brand concept will remain the same and provide consisteat branding
for ACTIQ in 2004,  Additionally, warketing will dovelop a nonbranded BTP
awareness advertisement with the ACTIQ branding elements to complement the branded
adveniscments that will appear in the same journals. Marketing plans to inerease jounal
placements and ACYIQ's share of voice in the pain market. Additional market ressarch
will be perforined in late 2004 o delenmuing if any woprovements can be made to the
curent concept and journal advenisements. The complete ACTIQ media plan is detailed
in Appendix 8.
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2004 Journal Advertising Distribution

Tourml of Pain

Journal of Pain & Symptom Managemént

Pain Pain Medicine ’

Pain Medicine News
Practical Pain

American Journal of Oncology
Journal of Clinical Oncology
Journal of American Medical Ascoc. — Cancer Demo
Oncology Journal of Supportive Oncology

Oncology

Oncology Net Guide

Oncology News International

Madical Edncation Initistives
» CME programs

As demonsfrated in the past, continuing cducation programs are extremely cffective in |

allowing for full scientific discussion of ACTIQ im the context of pure, balanced
educational programs. Marketing plans fo implement numexous CME initiatives in 2004
in a range of formats and vemes. Current and on-going initiatives will be expanded and
improved while a variety of new initiatives will also be employed.  Substantial resources
will be applied to CME programs this year due to the need to raise awareness and educale
cliniciens about BTP. CME programs for 2003 inchide:
e Emerging Solutions in Pain Tri-Annual Newsletter
‘@ Local/regional CME symposia (CEP Lecture Series)
¢ Mecdical Mecting CME Symposia
o Tergeting APS, AAPM&R and ONS
CME Teleconferences -
Dircet Mail CME Monographs
Direct Mail CME CD-ROMs
_ Publication Inseris
On-Jine CME offerings at WebMD/Medscape
Pain.com/breakthrough )
EmergingSolutionsinPain.com
o The website will be completely redesigned and relaumched in Q2 2004

=8 & 0 @
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» Promofional Medical Education Programs (MEPs)

Peer-lo-peer selling is a highly effective means of developing ACTIQ prescribers 2od
ajvocstes. Sales-driven promotional MEPs bave proven lo be an effective way 10 convert
ACTIQ dabblers into ACTIQ champions. In addition to the branded promotional MEPs
available to the sales force, 3 noo-branded promotional MEP initiative eotitled Redice
the Risk will be developed and employed in 2004. The impetus for this program was 2
direct result from feedbsck mecsived at consultant meetinge from pain physicians
regarding concerns abou! opioid abuse and addiction as well as concems about
prescribing opioids safely in today’s legal environmeal, This program is an important
undertaking for Cephalon despite the excellent safety record for ACTIQ, The goal of the
program will be to build local communities of clinitians involved in the world of pain
medicine, ncloding pein specinlists, oncologists, psychistrists, addictionologists,
plnnmﬂmdmﬂhhﬂnobpﬂvuuﬁ)aphﬁdqpﬂﬂmwz)m
opioids are being prescribed appropriately and safely. Macketing will provide sufficient
resources 1o the sales foree to drive the implementation of sales-driven MEPs in 2004.

+ Publications
Due i & lack of internal suppost, direction and expertise, the ACTIQ marketing team
sssumed responsibility for driving ACTIQ publications that would be of scientific
interest and thus provide commercial value in 2004, The followmng areas were
highlighted as areas in which publication efforts were needed:

» Simplified dosing/titration

= ACTIQ utitization

* ACTIQ impact oo quality of life impact
Manuseripts focusing on cach of these three arcas will be subminted for publication in Q3
2003. Actum] publfication dates for these manuscripts will most bkely be sometime in
2004 and will provide critical informution that will educate physicians 2bout BTP and the
benefits of ACTIQ.

Additiona] publication efforts that can provide immediats commercial value will be
identified at consaltant meetings and advisory panels to be held in Q3 and Q4 2003 and a
2004 publication plan will follow.

Advisory Tactics
+ Consultant Meetings

Marketiog proposes to host approximately six consultants meetings in 2004 to better
understand the educational and cliniesl nceds of pain gpecialists at all levels of
sophistication.  These meetings will be held in a vanety of lo¢ations throughout the
country to betier understand differences bascd on geography/region,

» Consensus Meetings 1
Masketing proposes (o hest approximately 12 comsensus mectings in 2004. These
meetings will be a cross sampliag of disciplines brought together from various regions of
the country in an attempt 1o come 1o consensas on specific scientific issues.
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e Advisory Boards
Marketing will implement four separate advisory board initiatives in 2004.

«  Markoting Advisory Panc -

o Comprised of thought leading physicians weating pain who can
provide insighl into educational needs and pubimnun and rescarch
sirategics.

» Od-Line Advisory Panels

o Comprised of ACTIQ preseribers (not KOLs) who can provide insight

to guide educational programs and marketing initiatives.
»  Abuse/Addiction Advisory Pancl

o Comprised of thought leaders in the aress of abuse and addiction who

provide insight into education needs specific to this erea.
* Nurses Advisory Panel

o Comprised of both thought leading purses as well as non-thought
leading nurses who can provide insight into the adacanuml and
clinical necds of nurses.

D.  ACTIQ 2004 MARKET RESEARCH PLAN

Yearly Projects
* Market Dynamics Stady 3 W
o Understand how the cument drivers snd perceptions of ACTIQ and -
competitors have changed over the past year
o Understand bow customers are utilizing ACTIQ
© Awareness and tsage measures

= Patient Chart Stedy
o Understand ACTIQ use by strength, disease state, and therapy sirategy

* ACNielsenHCI
o Measurement of ACTIQ journal concepts

= Paticat Flow Analysis
o Capture patient utilization of ACTIQ compared to competitors

Strafegic Market Research Projects
= New User Analysis
o Understand how new users and largets perceive the message and the
expericnce of using ACTIQ
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* Patient Research
o Understand patients’ expericnces with BTP and beliefs and experiences using
ACTIQ

= Patlent Segmentation
o Undestand the mix of ACTIQ prescribers and potential paticuts

= Positioning / Messaging
o Revisit current positioning/messaging

* Customer Gap Analysis
o Understand differences in ACTIQ cxperience and BTP that exist between

physicians and patients

Lifecycle Management
= Complete any DD5 work (profilc assessment)

+ Ezxplorstion of DD6 (needs unl;rlil for long acting opioid)

¢ Generic Defense
o Understand if we can use pharmacists as a Jever against gencric substitution

£  PUBLIC RELATIONS PLAN

In 2003, much progress bas been made in uming key relationships, includiog the Nurses
Advisory Board, into tangible outcomes. Cephalon's visibility in the pain commmity
continues to graw, and third party patient and professional groups are increasing their
own focus on BTP.

The 2004 plan will build on these successes and broaden ouvreach 10 multiple

consumers and caregivers/patient advocasy groups; media; mouzhtlwlurpm&maml
organizations; norses and allied bealthcare professionals; und physicians. The plan takes
into consideration how these audicnces overlap and influence each other,

These strategies below serve as the basis for factics that wil) enhance Ceplalon’s imnge
astr&wwhphmmnwwmmﬂAmmlanw
oncal communitics; spu as a distiner syndrome; and highlight ACTI

as the only approved treatmem for RTP. s "

» Position Cephalon zs a player in the pain community
= Rally suppont from key leaders

*  Opea doors 10 new relationships

= Negotiste collaborations
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Communicate key BTP messages
Associate BTP with ACTIQ braod

Listen to clinicians” and patients” needs
Link clinical knowledge 10 practice pattems

The core factical initiatives for the 2004 ACTIQ PR plan are designed o improve
awnareness of and develop educational materials about BTP and treatment options; bujld
conscusus about BTP in the pain abd oncology communities; strengthen relationships
with third partics and key opinion leaders; and enhance media relations, The PR tactics
can be broken down into four broad categories:

s Awareness and Education Initiatives

= Consensus Building

» Rehtionships with Third Party and Key Opinion Leaders

» Media Relations

Awareness end Education Initiatives

s AFPF BTP Tools

Support increased visibility and use of BTP educationa) 1ools — the Clinician Pocket Card
and the Patient Pain Tracker — developed by the American Pain Foundation (APF). Drive
messages (o patients and caregivers through radio and print media campaigns, web chats,
etc. Expand distribution of tools 1o clinicians and consuroers. -

* Oncology Practice Survey i
Provide grant 1o third pasty 1o evaluate practices of oncologists to demonstrale anticipated
gap between knowledge (guidelines and scienfific litcrature) and clinicdl praclice in the
. management of persistent and breakibrough pain.  Promote daw to the medical
community through the media to bring public attention to the under diagnosis and undex
treatment of BIP, possibly to be followed by a publication in a medium reaching the
medical commumity.

» Breakthrongh Awards

Establish an awards program through 2 grant lo a third party 1o recognize role models in
addressing breakthrough pain. Provide platform for awardees to speak about BTP to
colleagues, including hosting # Cephalon-sponsored reception at medical meeting,

= Speaker Slide Kit “Put the Brakes on BTP"
Develop speaker kit/'video tailored 1o presentations to patientsiwregivers. Distribate to
active community speakers to enhance their discussion of BIP and treatment options.

» Pain Tracker Evaluation

Work with APF and CancerCare to create evidence-based support for utility of APF Pain
Tracker. Convert results of study into (1) clinician’s guide to using Pain Tracker with
patients and (2) medical meeting abstract,

b
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* BTP Communications CE Program
CE program around educnion/communication pieces being davelopcd through

Develop
APF 1 be held at 2004 ONS meeting.

Consensus Building

» BTP Roundtable

Convene lcaders from the pain, oncology, and paticat advocacy communities under the
auspices of a pain-focused professional socicty and a patient advocacy group. Develop
consensus statement regarding what is required to improve assessment and management
of BIP. Disseminate call 10 action to groups’ membership and promote messages 10
medis.

Relationships with Third Parties and Key Opinion Leaders

= Constituency Group Suppert / Opportunistic Initiatives

mammuwmwmwwem
sctivities/svents that sopport BTP asscssment and treatmment messages.

* Nurses Advisory Board

Seek counsel for and panticipation in selecled activities supported under the PR plan.
Coordinale meeting o identify continving peeds of the professional and consumer
communities and set program directions for future activities.

= Professional
Interact with thought leaders at key professional society meetings to maintain Cephalon'’s
position as a player end pariner, and increase attention on BTP and ACTIQ, Host
targeled events,

Medla Relations

¢ News Bureau

Broadem public and professional understanding of BTP and ACTIQ messages through
Various lactics, such as: leflers-wo-the-editor from thought leaders in response 1o
misleading journal articles; packaged radio and pant features on BIP; radio interviews;
patisni-authored articles for newsletiers and web sites; BTP web chats; cte.
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APPENDIX

1. 2003 ACTIQ Journal Advertisements

b

, Long-Actiug Opioids and Short-Acting Pure Opiovids
Potential Competitors

2004 Tactical Plan by Key Marketing Strategy

2004 Tactica) Pian Implementation Timcline

2004 Tactical Budget

2004 ACTIQ Medical Meefing Plan

[ I A A o

2004 Media Plan
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1. 2003 ACTIQ Journal Advertisements

ACTIQ One-Page Advertisement

‘When onset matters...

4 -

_ qf_t_m call.

mm

PRI < i v M

_ With ACTIQ, pain relief mary be observed in 15 minutes!
At tOY wl St s bt o

ION AND PROTECTIVE ORDER
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1. 2003 ACTIQ Journal Advertisements (continoed)

ACTIQ Two-Page Spread Advertisement

When onset matters. .. Acﬁq'mcall

i y 35 -‘\‘

'
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2. Long-~\cting Opiolds and Short-Acting Pare Opioids

QOpisid

Generic Name Manufacturer

i

Fenlanyl Citrate * *
Dxyeodons- OxylR Oxycodons HCI Purduz Phanma
'@ " .| lmmediste-Release 3
' OxyFast, ) Oxycodone HC1 .* | Purdug Pharma
: Immediaie-Release ;
Roxicodone Oxycodone HCI Roxane
Morphine= MSIR Morphine Sulfate Purdue Pharma
Roxano! Morphine Sulfate Roxane
Hydromorphone- Dilzudid Hydromorphone HGI | KnolJADbott Labs
“Generic forrma of shom achng momphine, axycedone and by phone atsn exs{
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3, Potential Competitors

Product

2

Two Phase lib compisted which  development ta the
demonsirated safety, efficacy
. and dose reproducibility o reduce size and
AERx (inhaled morphine)  comparable 1o IV morphine cast of device
lor acule pain end BTP olfered to patients
Precknical
AERX (inhaled fertanyl) for
e pain and BTP
CIMA is pursing
Identical clalms to
NDA submission 4Q03 ot the Actiq (for patierts
latest with eadfiest FOA approval  that are opioid
estimate for year-end 2004 iolerant): using Actiq
A% 1 3% comparator in
B Ocavescerd fentany] human trials
Detay in initiation of Phase i Initial incresse io

program dus (o company plasma

financlal constraints; infiation of  concenirations of
pregram in 2003 depends of fentanyl thal mimics
financial parformance of tha the rapidity nomnally
company; 2005/2008 launch schieved only with

8 fransmucosal lentanyl
8 BEMA system (bioarndible mucosa and delivers
& muccadhesive system)
| chvoric pain and BYCP

i fentanyt lozange

Phase I
s the drug as it

suspended
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4. 2004 Tactical Planby Key Marketing Strategy
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5. 2004 Tactical Plan Implementation Timeline
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6. 2004 T’Cﬁ{:ﬂ] Budg:t

2004 ACTIQ Tactizal Eud; et

56

T — e+ e i e

CEPH-AP-00uU0U170

CONFIDENTIAL
PER STIPULATION AND PROTECTIVE ORDER CEP_TPP 10048119
TEVA_MDL_A_01159319

Confidential
P-03601 _ 00057



7. 2004 ACTIQ Medical Meeting Plan

Specialey # of \Hendees

AAHPM - American Academy of

Jonuary 21-25 20220 Pollintive Care 500

AAPM - American Academy of Pain
Medicine
March 4-6
Oslando. FL
APS - American Pain Society -
May 69
Vascouver, Cirada
ONS - Oncalogy Nursing Soclety
April 29-May 2
Anasheim, CA
ASCO - American Soclety of Clinical
Oneology
June 5-8 2030 Oneology 22,000
New Orfesos, LA
AAPM - American Academy of Pain &
Management @
Septemhir B-12 20x20 Pain 1,000 P
Sam Antogio, TX
AAPMER - American Academy of
Physical Medicine & Hehabilitation
October 7-10 20x20 Pn 2,000
Phocnix, AZ
ASA — American Society of
Anesibesiology
Oclober 23-27 20x20 Avesthesia 16,000
Las Vepas, NV °

ASTRO - American Society for
Therapentic Radiology & Oncology
Oatober 3-7 20220 Onealogy 9,000
Atlanta, GA
ONS - Oncology Nursing Society -
Institutes of Learning
November5-7 20520 Oncology £.500
Nashvilie, TN

£
:
3

g
:

2,000

E

Omeslogy 8,500

.
|
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8. Media Plan
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