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EXECUTIVE SUM.MAR 

2001 Per·formance Review 
After the relaunch and repositioning of ACTlQ iu February 200 I, tbc Cephalon commercial 
organization performed e ·cep6onally well causing ACTIQ toe perience tremendous growth . 
Total prescriptions are projected to exceed 71,000 and total factory ales are projected to be 
greater than $50.5 Mlvi, greater than three times the total sales of 2000 $16.0 MM . 

Two key factors ontributed to this tremendou grmvth. First, a new brand concept was 
developed aod it repositioned A TIQ to take advantage of its clear and considerable, 
differentiating feanire and benefit rapid onset of analgesia and personal pain control . Second. 
anestbesiologists/paiu specialist became the pdmary physician group targeted for promotion. 

Aoestbesiologists/pain specialists are the secood largest segment of tbe ACTIQ prescriber base, 
bebind oncologists, and will be rhe larg st segment by che end of 2.001. They have proven to be 
the most reccptiv segment and have most readiJy adopted ACTlQ as a viable treatment option 
for breakthrough pain {BTP) in bolb malignant and non-malignant patients They bave also 
u6lizcd ACTlQ io cbe treatment of episodic pain, a substantial segment of the pain market. 
Anesthesiologists/pain specialists have also proven to be the most productive segment of the 
ACTlQ prescriber base . Througb July 200 l, they comprised 25% of the ACT IQ prescriber base, 
ycl ac;,countcu for 49% of TRx and 60% of demand sales . 

ACTJQ increased its market share of the sbort-actiug pure opioid market and is one of only tw 
produ ts to gain marker share in 200 l . 

The competitive landscape bas remained relatively static. however. tJJ reased crutiny of opioid 
prescribing bas occurred due to the abuse of 0 ·yContin. Although xyContio is not a direct 
competit0r of ACTIQ, tbis increased scrutiny may negatively influence ACTIQ, and opioid 
prescribing overall. fur tbe remainder of 200 I and 2002 . Jn addition, uew competitive BTP 
IJJedications such as OraVescent (dissolvable tablet) are cun-ently under investigation , wbicb 
may pose a threat to ACTIQ in the funu-c. 

2002 Comme1«:ia l Objective 
In 2002 , ACTIQ will be positioned as the most rapid acting. non-invasive opioid available 
affording patients personal pai.n control for both BTP and episodic pain. To continue the 
extraordinary gl'owtb observed in 200 and achieve th 2002 commercial objective . warketing 
must continue a solid Phase rv I Case Seties I Publications plan must be devc loped. Wit bout a 
solid Phase IV I Case eries I Publi atior:1s plan to support the use of ACTtQ in other pain types 
we will be severely limiting its potential g-roMh in the chronic pain market, a market with a large 
unmet need for n rapid-a ting. non-invasive opioid. 
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2002 Issues 
The key marketing issues facing ACTIQ in 2002 are : 

• Low awareness of ACTIQ (Jinked to key benefits) 
• Lack of kno ledge in the assessment and treatment of BTP and episodic pain among 

targeted physician specialties 
• Limited clinical data outside cancer patient population 
• Low product and disease state awareness among targeted patj nt populations 
• Limited direct promotional reacb 

2002 Strategy 
The overall marketing strategy for 2002 will be similar to the 200 I strategy a11d will focus ou 
differentiating ACTIQ from its competitors by utilizing the products primary strengths: rapid 
onset of analgesia and personal pain control. Efforts will be made to improve awareness of 
ACTIQ and strengthen the association with its differenriating benefits . AneBthesiologists/Pain 

pccialists will continue to be tl1e primary targeted physician specialty. Each oftbc key 
marketing issues listed above will be addressed tllrough targeted strategies and specific tactical 
initiatives. 

2002 Tilclical Summary 
The ACTJQ marketing trategy will be executed through a variety of tactical initiatives that 
convey ACTTQ's key messages. such as : direct selling, sales-driven medical education programs. 
CME programs (teleconferences, symposia, oewslener website), ditect mailings, internet 
activity journal advertisements, peer-reviewed publications of case series and/or pbase IV 
research, patient education programs, consultant meeting and advisory boards . 

Due to ACTJQ ' narrow, limited indi ation, ME programs and peer-to-peer medical education 
programs will play a major role io the promotion of ACTTQ and will comprise 45% of the 2002 
marketing budget Pure promotional tactics ucb as journal advertisements and direct selling 
aids will comprise approximately 31 % of the 200_ marketing budgeL 

A1talning the 2002 commercial objectives will be directly influenced by the following critical 
factors : 

• Approp1iate physician targeting 
• Effective sale -ddvcn medical education programs 
• Successful CME programs 
• Effective consultant meetings 
• Timely publicatious (case series I phase JV research I posters I abstracts) that demonstrate 

potential uses and true onset of analgesia 

The marketing team is confident that the aggressive growth targets for 2002 can be attained if tbe 
key clements outlined above occur. 

3 

Highly Confidential TEVA_MDL_A_03248907 

P-03648 _ 00004



Il. SITUATION ANALYSIS 

A. 2001 REVIEW 

2001 Marketing Strategy Review 
The 2001 ACTIQ marketing strategy centered on accomplishing several goals; 

• Develop a new brand concept that delivers the key ACTIQ marketing messages (rapid 
onsel of analgesia and personal pain control) to effecLively repo itiou ACTIQ 

• Increase ACTIQ prescriber productivity and presctiber retention 
• Increase the number of ACTIQ prescribers through increased awareness of breakthrougb 

pain (BTP) and ACTlQ among pain specialists (anesthesiologists, physiatrists 
neurologists, etc.), oncologists, and targeted nurses 

• Improve physician awareness of th primary differentiating feature and benefit of 
ACTIQ: rapid onset and personal pain control 

• Establish a solid public relations plan to begin raising awareness of BTP and ACTIQ 
among targeted patient populations. 

Overall, the promotional strategy implemented in 200 l has pro en effecti e. 

Brand Concept Development and Poor Product Positioning 
Prior to 200 l , ACTIQ was not positioned in the pain market to take advantage of its clear 
differentiating featu re and benefit ( i.e. , rapid onset of analgesia and personal pain control). 
Former brand concepts focused solely on the "novel" oral transmuco al deHvety system of 
ACTIQ or the clinical entity of breakthrough pain . They did not convey any of the new, key 
marketing messages and did not provide a meaningful t'eason to prescribe or inquire further_ 
They did not effectively po ition ACTlQ as anything other th.an a product with a unique 
"delivery system.'' See appendix for 1999 and 2000 ACTIQ concepts. 

Testing of four new and different concepts occuned in February 2001. The clear winner was the 
"bell ' concept because jt reflected the key A TIQ marketing messages and supported the 2001 
positioning of ACTIQ as a rapid acting analgesic tbat provides personal pafo control . 

Ownership Changes and Product Perception 
Cephalon is now the third "owner" of ACTJQ and as it bas passed through the bands of Abbott 
Laboratmies and Anesta Corp. to Cephalon, Inc. the product has been launched/relaunched three 
times. There has also been tremendous turnover and a lack of continuity in both sales force and 
marketing personnel. These issues may bave created negative perceptions of ACTIQ in the 
minds of some clinicians and were addressed in 2001 . A direct mailing initiative sent to over 
18 000 high opioid prescribers attempted to address these concerns . It will be important to be 
cognizant of these issues in 2002. 
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Breakthrough Pain Misunderstood 
Breakthrough pain was first defined in J 990 yet is still misunderstood by many in tl1e pain 
community. Many physicians are not aware of the prevalence and characte1istics of BTP, sucb 
as the typical onset and duration ofBTP episodes and the a ceptable number of BTP episodes 
per day. Opinion differ on the acceptable number of breakthrough pain episode p r day 
ranging from zero to as high as six or seven. Many physicians maintain the belief that 
breakthrough pain can be controlled/eliminated by increa ing the long-actiug opioid to levels that 
often lead to overmedicarion and intolerable side effect . Many physicians mu t still be taught 
that most chronic pain patients (malignant and non-malignant) wiU experience an average of 
three BTP episodes per day even when their persistent pain is well controlled. Tdcal ly, 
breakthrough pain must be assessed and treated independently and in coordination with the Jong­
acting medication. 

For those physicians that believe they understand how to treat BTP. the standard of care bas 
become to prescribe a long-acting opioid to control persistent pain and a short-acting opioid to 
conttol BTP. These physicians believe that they are satisfactorily assessing and treating BTP. 
However, they may not effectively be managing BTP considering the delayed onset of action of 
currently available oral short-acting opioids . Additionally, many physicians follow the ''mono­
tberapy" philosophy that the long and short-a ting medications must be the same opioid . 
However, this wa impossible for Duragcsic prescribers until ACTIQ was launched and remains 
a problem for physicians who prescribe Dilaudid (bydromorpbone). Pw·due Frederick, the 
manufacturers ofOxyIR (short-acting oxycodone), Percocet (short-acting oxycodooe combo 
product) and OxyContin (long-acting oxycodone), has promoted this thco1y aggressively and 
effectively. As physicians continue to treat BTP and gain a better understanding of the collllDon 
characteristics ofBTP (rapid onset of pain, short duration of pain, a eragc of 3 cpi odes per 
day), ACTJQ should become the clear choice in the treatment ofBTP based on its ptimary 
differentiating feature. 

WhyACTIQ? 
ACTIQ,s clear differentiating feature is its rapid onset of analgesia. The use of oral short-acting 
pure opioids or combination products for the treatment ofBTP is less than ideal due to a lack of 
rapidity of analgesic effect. Additionally, du to ACTIQ's rapid onset, it has a clear and distinct 
advantage over other products in the treatment of episodic or recurrent pain ( e ,g., sick.le cell 
crisis, migraine headaches). This type of pain represents a substantial market opportunity. 
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B. SALES AND PRESCRJPTION UPDATE 

Sales 
Upon relaunch and repositioning in February 200 I , factory sales in the first six months of 200 I 
of $ 17.3 MM exceeded total sales of$16.0 MM in 2000 . 

2001 ACllQ Factory Sales 

$6,000.000 ..,-----------------<1-------­
$5,000 ,000 +----i 

$4.000.000 r==~~~~~~~~~~l___J__-::11~~ 
$3,000,000 -l-

$2,000 ,000 t-------"7---i;;;;;;,1~=..t---­

$1,000,000 r.;:::;;;;;;;;;7~~~----;---.-, 

$0 -J---r---r--,---,---,---..--..._..---..-----..--

Source: DON 

Year-to-date factory sales have exceeded budget in seven of the first nine months of 2001 and 
through September equaled $32.6 MM (103% of budget YTD). Factory sale are on pace to 
reach S50.5 MM, triple the total sales of$16.0 MM of2000, just shy of the $57.4 MM year-end 
budget . 
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ACTIQ Factory Sales vs. Budget 
(Oct-Dec are projected - 8% average monthly growth rate) 
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Source: JM PA 
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Prescriptions 
Upon relaunch and repositioning in February 200 I , ACTJQ prescriptions have grown 
enormously, with the number of TRx nearly tripling from February (2718 TRx) to August (7422 
TRx). 

2001 ACTI Q TRx 
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Source: IM NPA 

ACTIQ prescriptions have exceeded budget in seven of the first eight months of 2001 and 
through August equaled 37 ,428 ( 135% of budget YTD) . It is expected that 200 I TRx will 
exceed 71 ,000 and be 127% of total budgeted prescriptions. 
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Sales and Prescriptions by Specialty 
Targeting the con-ect physician specialties has been the primary reason for the significant growth 
in ACTlQ sales and TRx. in 200 I . Prior to the relaunch in February 2001 the marketing 
directive had been to target oocologists hematologists and pain specialists, with the emphasis 
being placed on oncology. The indication for A TIQ leads one to believe that oncologists 
should be the main focus of promotion; bowc er, since the initial produce launch in April 1999, 
oncologists have proven to be exceptionally slow in adopting ACTlQ as a viable alternative to 
treating BTP. This i primarily due to the fact that most oncologists are focused ou delaying 
dis ase progression and are less concemed witb symptom management. 

Tbe physicians that have most readily adopted ACTIQ into their pain treatment regimen have 
been physicians that consider themselves "pain specialists." Therefore, the targeting directive 
for the 2001 relaunch called for promotional emphasis to be directed toward anesthesiologists 
and pa1n specialists . It is imponant to keep in mind that anesthesiologists/pain specialists are 
significant contributors in t11e treatment of cancer pain. 

Jn fact, through August 200 I. anesthesiologists/pain specialists accounted for 52% of TRx and 
61 % of demand sales, while oncologists bavc accounted for only 13% of TR.x and 7% of demand 
sales. This also indicates that anesthesiologists/pain specialists are more productive prescribers . 
Additionally the "other" group ofpbysicians cited below consists primarily of phy icians who 
specialize in pain yet have AM A specialties other than ' anesthesiology" or what is normally 
considered a "pain" specialty. When combined with the anesthesiologists/pain specialists, the 
two physician groupings comp1isc 62% of TRx and 68% of demand sales . 

Anes/Pain 
Specialist 

52% 

TRx Count by Specialty 
YTD August 2001 

FPIGP 
8% IM 

--=-r""'l'I~--..- 9% Neurology 

Other 
10% 

urce: NDC Source Prescriber 

8% 

Oncology 
13% 
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Demand Sales by Specialty 
YTD August 2001 
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Sales and Prescriptions by Dosage Strength 
Another key directive in the relauncb of 2001 was to focus on simplifying the titration process 
for clinicians. The goals of simplifying rhc titration process were to : 

• Stress the importance of individualized dosing (do ing to effect) 
• Educate physicians to begin titration at the 400mcg strength (versus 200mcg) to a oid 

treatment failures 
• Educate physicians about the relative potency of ACTIQ to facilitate comfort when 

initiating treatment and titrating to the bigber strengths. 

This education wa done primarily through p er-to-peer initiatives such as: 
• Medical education programs (MEPs) 
• Continuing medical education programs (CME) 
• ACTJQ consultants meetings held in June 2001 
• Direct elling efforts utilizing new promotional materials, including: 

o Dosing Guide 
o 2001 Sales Aid . 

Through August, these education initiatives proved to be very successful. More prescriptions at 
the 400mcg strength (3 I% of TRx) were written than at any other strength, indicating that most 
new trials are being started at this strength. Overall, 53% ofTRx have been written at the 
200mcg (22%) and 400mcg (31%) through August 2001 indicating a solid growth trend in the 
ovcrall 11umbcr of new t rials. Additionally, a significant number of prescriptions have been 
written for tbe tlu-ee strengtlls that most correspond to the new tirratiou direction; the 400mcg, 
800mcg and 1600mcg str ngths have accounted for 58% ofTR..x and 69% of total sales YTD. 
This is a significant indicator that ACTJQ presc1ibers are becoming increasingly comfortable 
with tbc titration process. 

ACTIQ TRx by Strength 
January - .August 2001 

ACTIQ Factory Sales by Strength 
January - August 2001 

600mcg 
12% 
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Prescription Characteristics 
While TRx and TRx units have grown significantly since Febmary 200 l, it is also critical to 
measure the average prescription size as well. Since the 2001 relaunch, the TRx units bas not 
increased commensw·ately with TRx and thus the average units/Rx bas decreased steadily from a 
high of 64 .3 units/Rx in January 2001 to an average of 53 .1 units/Rx through June 200 1. 

Monthly TRx Count 

Jonuary 2000 -Auguot 2001 

Monthly T Rx Unit• 

Jonuary 2000 - Auguat 2001 

Source: IMS NP A 

Monthly Units/Rx 

January 2000 - Auguat 2001 
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Declining units/Rx may appear to be a concern; however, it is important to consider that 53% of 
TRx YTD have been either 200mcg or 400mcg prescriptions and that 400mcg prescriptions are 
currently growing at the fastest rate (see graph below). These are indicators that many of the 
prescriptions written since the 2001 relaunch are new trials of ACTIQ. New trials are almost 
always written for 24 units or fewer which would bring down the average units/Rx. As these 
new trials become maintenance prescriptions this number should slowly increase. 
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S Utct . li\ IS NPA 

C. USAGE B\ DISEASE AREA 

The current source for disease usage data, PDDA from Scon-Levin, doe nor n·ack 
anesthesiologists the second largest and most productive segment of the ACTrQ prescriba base. 
PDDA does iuclud oncologjsts and neurologists, also prescribers of ACTlQ. however the data 
is ery limited. For example, there are no 200 J year-to-date uses repo1ted in PDDA through 
August. Based on the preceding lack of data for anesthesiologists and the limited volume of 
ACTlQ prescription in PDDA, chis data does not report an adequate representation of disease 
specific usage of ACTIQ. 

As a re ult we implemented primary research to elucidate u es by pain lype. Tbe Lracking study 
performed in May 200 I a scs ed ::iwar ness, perception and disease pccific usage of A TLQ 
among anestbesiologiscs/pain specialists (AMA specialty of 'APM") and oncologists . While 
oncologists obviously use ACTIQ to treat BTCP, the pa1ticipating APMs cited ACTJQ usage in 
the following disease states illustrating a wide spectrum of application and opportunity. 

Usage of ACTIQ Cited by A PMs in the Ma. 

% o( ~s who ly!ye prescribed ACtrQ for:_ 
LoW&t back.lJain 
Dinecrµts 
It. Dei symyalhclic dysttopl y 

dbesions 
Headache 
)><ist-tratlma 

~ Psteoarthr1t(s 
FibtoO\)'algitl· 
l!>iabenf ocuropathy 
l'\l_:iChnojd tlf 

- Rhcwuafoid ar,thritis 
Systemic lupus 
·01har l cs 

ACTIQ usage by APMs in the aforementioned disease states may be due lo several reasons: 
• APMs are very familiar with feotanyl and may be comfortable witb the application of 

fentany l in a "unique' delivery system such as ACTIQ from their experi ence with 
Duragesic. 

• APMs arc accustomed to using many medications (especially adjuvants such as tricyclic 
antidepressants, anticonvulsants and corticosteroids) outside of their labeling and may 
feel comfortable with ACTIQ's potential in other pain states regardless of the naITow 
BTCP indication. 

1 l 
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If these assumptions are c01Tect, AP Ms may not require substantial clinical evidence in large 
numbers of patients to implement ACTIQ in disease states other than BTCP. Fui1.bermore these 
data may also suggest that small, exploratory studies to establish the clinical relevance of ACTIQ 
in the disease states listed above may encourage significant additional u age of ACTlQ in these 
and numerous other pain-related syndromes. Case series cwTcntly targeted for sickle cell 
anemia, migraine beadacbe, RSD and chronic back pain should have a tremendous impact on 
physician prescribing habits. Rheumatoid and osteoarthritis represent other additional areas of 
great opportunity. 

Using infonnation from ow- baseline tracking study we assume at least 37% of our 200 I 
prescriber base is prescribing ACTIQ to treat BTCP (sec table below ).1 These numbers are 
small. and therefore the true percentage of physicians prescribing ACTlQ to treat BTCP may 
potentially be much higher. 

e of Prescribers Usin ACTIQ to Treat BTCP 

•sou=: NOC Source Prescriber 
• •Tue multiple : A for Ancsll'nin Specialim ('10% of Al'Ms c11c usage in concer pn1icnts) Source: May Bosclmc Tracking Study 

1 This number is derived using 100% of oncologists and 40% of all anesthesiologisVpain specialists of the 
2001 ACTIQ prescriber base (40% of APMs cited usage in cancer). 
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D. TARGET AUDIENCE AND PRESCRIBER ANALYSIS 

Target Audience 
An analysis of opioid prescription data shows that there are 24,000 potential ACTIQ targets. 
Applying further speci lic criteria to this active universe of 24,000 physicians naJTows this 
universe to 7,921 targets that have been identified for more intense, marketing promotion and 
direct selling efforts. These 7,921 pbysicfans represent roughly 165 physicians per Pain Care 
Specialist tenitory. 

The specific criteria applied to the "active universe' to create the "target" li st of7,92 I physicians 
included: 

• Long-acting opioid presciibers (> decile 5) 
• Short-actiog opioid prescribcrs (> dedle 6) 
• Duragesic prescribers (> decile 7) 
• ACTIQ prescribers (all) 
• High opioid prescribing general surgeons, pediatricians and dentists were excluded 

Sales and Marketing Targets 

24,000 physicians 
"marketing targets" 

Source: NDC Source Pr~scriber 

7,921 physicians 
"sales targets" 

Targeting procedures for marketing promotional effo1is in 200 I varied based on the objective of 
each initiative but ultimately involved one or all of the aforementioned criteria. Flexibility in 
targeting must be maintained in 2002 as tbe opportunities and target group for ACTJQ continue 
to evolve. 

The 7,921 target physicians represent the following group specialties : 

Highly Confidential 

7,921 ACTIQ "Targets" 

Anes/Pain 
Specialists FP/GP 

1641or21% 1603 or 20% 

Other 
1013or13% 

•source: NOC Source Prescriber 

-......:TT.l'lrr.-r-,,,...,..._ 

IM 
1749 or 22% 

13 

TEVA_MDL_A_03248917 

P-03648 _ 00014



Physician Targeting Research 
P1imary research and evaluation of the most effective methods of promotion was also pe1formed 
in 2002 . Significant results relevant to physician targeting include: 

• ACTIQ prescribers were substantially more likely than non-prescribers lo have been 
detailed 

• Both oncologists and pain specialists claim derailing played a major role in presciibing 
ACTIQ 

• Pain specialists and oncologists noted that after detailing. medical journals, medical 
meetings/symposia, colleagues and direct mailings are the most influential information 
sources 

Pain Care Specialist Call Activity 
Pain Care Specialists averaged 4 . l calls/day during 200 l , representing over 27 ,000 target 
physician interactions through July 200 I . This number is significantly lower than the number 
observed in the CNS sales force (5 .7 calls/day) . This can be primarily attributed to the large 
geographical territories many oftbe PCS sales representatives cover. Expansion of the PCS 
sales force will expand our direct promotional reach, shrink sales tenitories , and increase rhe call 
average. 

Prescriber Base 
Upon relaunch in 200 I the monthly prescriber count grew over a four-month period from 579 
prescribers in Feb1uary 200 I to 122 l in August 2001 , and increase of 110%. The projected 
number of prescribers in December 2001 should exceed 1750. 

Monthly Prescriber Count 
YTD August 2001 

1400 ~~~~~~~~~~~~~~~~~~~-
Aueu~t 

1221 Prcscribcrs 

1200 +-~~~~~~~~~~~~~~~~~~~~~~--..-.-
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Prescriber Base Productivity 
As a result of improved physician targeting, tbe total number of prescribers and TRx in the first 
six months of 200 I nearly equaled the total number of prescribers and TRx for the full year 
2000 . TI1e most productive segment of the prescriber base is the ancstbesiologist/paio specialist 
group. Th y far oul"]Jac eve1y other prescriber base segment in TRx/presc1iber ( 18.6 
TRx/prescriber YTD June 200 I) . ln fact , through June 200 I they comprised 25% of the ACTIQ 
prescriber ba e , yet produced 49% of all prescriptions . Conversely, oncologist prescribed the 
lowest number ofTRx/prescriber (5 .2 TRx/prescriber YTD June 2001 ); they accounted for 27% 
of all presc1ibcrs and a mere 14% of all prescriptions . It is also worth noting that although 
neurologists comprise a sma 11 percentage of the prescriber base ( 4. -% ), they are ve1y productive 
prescribers ( 17. I TR.x/prescriber) and have accounted for 8% of all TRx YTD June 200 I. 

J8.6-
' 6.2 

6.0 

Significant promotional efforts in 2001 were focused on the anesthesiology/pain specialist 
segment of the prescriber base. 

TRx Count by Specialty Group 
January 2000 ·June 2001 
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ACTIQ Decile Analysis 
The number of top five decile ACTlQ prescribers has grown significantly since the relaunch and 
repositioning in February 200 I . The number of physicians comprising the top five deciles for 
the six-month period September 2000 to February 2001 equaled 77 physicians. This number 
increased 68% to a total of 129 physicians for the six-month period immediately following the 
relaunch, March 200 1 through August 2001. These 129 physicians have accounted for 13,784 
TRx over this time period and have written and average of I 8 TR.x/month and 65 units/Rx . They 
have also prescribed over 59% of all units during this time period. Tb is data support the 
marketing directjon to build ACTIQ from a smaller, core group of physicians. Additionally, 
57% of the 129 physicians currently included in the top five deciles for ACTTQ are 
anesthesiologists/pain specialists, supporting the marketing drrectioo to target this highly 
productive physician specialty. 

# of Physicians - ACTIQ Top 5 Deciles 
September 2000 - February 2001 

Decile 6 
37 

Highly Confidentia l 

Decile 10 Decile 9 
2 5 

Total 77 Physicians 
(60% Anes/Pain) 

•source: NDC Source Prescriber 

68% 
I ncrease 

#of Physicians - ACTIQ Top 5 Deciles 
March 2001 - August 2001 

Decile 6 
55 

Decile 9 
11 

Decile 7 
36 

Total 129 P hysician 
(57% Anes/Pain ) 

Decile 8 
21 
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E. PRODUCT AWARENESS AND PERCEPTION 

Product Awareness 
Unaided product awareness of ACTTQ is very low, as evidenced by our baseline tracking study 
performed iu Ma y 2.001 . Unaided awareness is ootably higher among om:ologisls as a result of 
former targeting directives and promotional efforts. Awareness among APMs should improve in 
2002 as promotional targeting evolves. 

Specific results from the baseline tracking study in Jude: 
• Combioed unaided awareness of ACT1Q is 18%2 

o Unaided awareness among oncologists is 22% 
o Unaided awareness among APMs is 14% 

• Aided awareoe s levels increased for both oncologists (58%) and APM (60%) 
o Aided awareness is si,¥11ificantly higher than unaided awareness, but tbese figures 

remain relatively low 

]Jp.aided a &re 

Aided aware 

Total Aware: 80 

•source: lay '.!001 Bn~c lin~ Tr;1cking Study 

100 

Prior lo 2001 , ACTJQ was uot positioned in the pain market to take advantage of its clear 
differentiating feature and benefit i.e., rapjd onset of analgesia and personal pain control) . 
Former braud concepts focused solely on the oral transmucosal delivery system of ACTIQ and 
the dinical entity ofbreaktbrough pain. These concepts, while focusing on the feature (delivery 
system). may bave aided overall awareness, but it is unclear if they increased recognition of the 
benefits of A ""TfQ. Jn 2002 , we will continue to emphasize the differentiating feature and 
beneiit of ACTTQ (i .e., rapid onset of analgesia and personal pain control) in an effort to 
strengthen the positioning of Lhe product in physicians minds. Market research in 2002 will be 
utilized to eval'uate botb the awareness of ACTLQ as well as recognition of its benefits . 

2 "Unaided' awareness was assessed by asking physicians ''Have you heard of any newer rapid-acting 
oral oploids under development or launched within the past two years?" 
3 "Aided' awareness was assessed by asking physicians "Have you heard of ACTIQ which Is the brand 
name for oral transmucosal fentanyl?" 
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Product Perception 
We evaluated the percepcion of ACTlQ ' s benefits by evaluating satisfaction levels with 
characteristics that drive the prescribing decision. Ou average, across all features , both APMs 
and oocologi ts indicated nigh satisfaction ratings. The highest sarisfaclion levels were reported 
for ACTIQ' s speed and magnitude of pain relief, and it's ease of use and convenience for 
patients. The characteristics garnering the least satisfaction were cost and reimbmsement issues. 
Marketing must continue to differentiate ACTIQ from other short-acting opioids based on its 
advantages; its abi lity to provide personal pain control through rapid onset of analgesia and ease 
of use/convenience. See below for specific "satisfaction" ratings . 

Physician Satisfaction of ACTIQ Product Characteristics 
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• APMs noted ACTIQ's restrictive labeling(' on ly" for BTCP) as a moderate barrier to use 
• APMs were notably more concerned with ACTIQ's abuse potential 

18 

Highly Confident ial TEVA_MDL_A_ 03248922 

P-03648 _ 00019



REIMBURSEME T UPDATE 

ACTlQ continues to operate tmdcr the radar screen of most managed care organizations and the 
majority of pr•script ions are being reimbursed for both malignant and nou-malig1lant pain 
patient . Currently, foruiulary tatus is not a c1itical factor witb ACTlQ . The critical marker for 
this product is its reimbursement status . Wllik ACTJQ is on the formulary of over 85 Managed 

are OrgaoizatioDs (MCO ), the majority of plans classify the product as a non-formulary 
reimbursed drug. Tbis reimbursement stat11s (i .e., non-fonnulary reimbursed) is most commonly 
used for low volume specialty products and bas been the largest determinant for ACTIQ 
rcimbur"cment. In the e plans. there are no specific efforts to c ntrol utilization through the 
prior authorization process. 

Similarly. most managed car organiza1ions with ACTIQ on formulary approve coverage for the 
treatmeut of BTCP and many approve coverage beyond BTCP to other pain diagnoses , Those 
1hat deny reimbursement do so based primarily on the bigh acquisition cost of ACTIQ and a lark 
of clinical data and peer reviewed publications that do the following: 

• Suppo1i ACTIQ's efficacy and afety beyond the cancer patient population 
• Illustrate A CTI Q's cos1 effe tiveness to the health are ystem by pre cmiug 

emergency room and hospita l admissions for w1controlled pain. 

Although oat observed too often, some mam1ged care organizations are utilizing some of th 
typical reshictions to limit coverage of ACTIQ such as: 

• Prior authorizacions (often based on BTCP diagnosis) 
• Step-therapy protocols 
• Tiered co~paytncnt systems 

The following data represents data and trends obtained through ACTIQ Reimbursement Hotline 
activity YTD August 2001. 
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As the use of ACTIQ continues to e>..-pand beyond BTCP, the likelihood of the produce appea1ing 
on MCO radar screen increases. Allhougb there are few l.Jarriers t;Um:ntly in place physician -
continue to perceive reimbursement as a major concern. fn fact, the baseline tracking study 
conducted in May 2001 illustrates that physicians · perception and "satisfaction" witb the cost 
and reimbursement of ACT1Q remain tbe most significant concerns when prescribing. As 
ACTIQ continues its remarkable growth. managed care and reimbursement will play a much 
greater role in the succes of the product. The lack of peer-reviewed publications outside of 
BTCP, the high acquisition cost, and the perceived reimbursement difficulty could hinder 
ACTIQ's growth iu 2002. 

G. MEDICAL EDUCATION AND PROMOTION RESPONSE 

Multiple medical education and promotion i11itiatives were implemented in 200 l . Two 
consullaot meeting were held in June in San Diego. Over 330 sal s driven medical education 
programs have been held YTD through August 2001. Lastly , multiple CME programs were 
implemented, including a CME website, teleconferences, newsletters, direct mailings, and 
symposia. 

Many of these initiatives were executed and rrackiug mechanisms have been implemented to 
evaluate effectiveoe s. Early promotion response assessments indicate these programs are 
working to increase prescriptions. AU programs will be monitored throughout the remainder of 
200 l . The most effective education mechanisms to broaden reach and drive prescriptions will be 
utilized in the final selection of tactics in 2002. 
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Although o er 750 clinicians (physicians nurses aod pbarmaci ts) have panicipated in the CME 
tel Lopics programs YTD September, only l 8 physicians have requested CME credits and are 
possible to track. The CME telctopics program has been proven to he fairly effective in driving 
prescriptions (see graph above ; however, implementation and successful recruitment of 
physicians proved somewhat difficult. The outent of the teletopics program has been proven to 
be effective and will be applied to more effective imp] mentation mechanisms. Future CME 
p1ograms will not be implemented in this fonnat. 

While the AAPM meeting higbllgbt summary nlailing was sent to appro. imately 18,000 total 
pbysic1ans, both the AAPM mailing nud the April promotional direct mailing efforts were 
distributed to the roughly 7,900 ACTrQ targets. Therefore, tbe two pres ription tracking graphs 
appear very similar. The AAPM mailing was intended lo raise awareness of ACTIQ and it' s 
polential uses outside of BTCP among key, targeted high opioid prescribing physicians. The 
April direct mailing was intended to reaffirm physicians' confidence io ACTIQ. to introduce 
Cephalon as a player in the pain market, and to aid fr1 ACTTQ prescriber retention. The 1ncrease 
in TRx seen amo11g these targeted physicians is most likely a combination of many factors 
including these two direct mailing £forts as well as an enhanced, targeted direct sell ing 
presence. 
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Both consultant meetings proved incredibly effective iu driving prescription growtb among lhe 
I 00 total attendees, Physicians attending the first consultant meeting J uoe 2-4) increased 
monthly prescriptions 108% from May 283 TRx to August 2001 (590 TRx , while physicians 
attending the second meeting (June 22-24) increased 65% over this same period ( 168 TRx to 27& 
TRx). These meetings also proved effective in identifying and training ACTIQ speakers. Fifty­
tbrce additional speakers were added to tbe ACTlQ speaker bureau as approved speakers as a 
result of these meetings. It is interesting to note the growth jn prescriptions from many attendee 
immediately prior to the meetings . Most likely. these physicians increased their use aod 
e:<perience with tbe product in anticipation oftbe potential of becoming an ACTIQ speaker. 

Advertis.ing Campaign 
The ACTJQ advertising campaign was launched in June 200 I . Tbis campaign will be evaluated 
in December 2001 six. months post launch, to evaluate key atttibutes of the campaign such as, 
message conveyance, uniqueness believability, and prescribing impact . The 200 l journal 
advertisement is included in tbe appendix . 
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ff. MARKET D _ -AMlCS 

Opioid Ma rket 
The prescription opioid market can be divided ioto Mo major categories of medications: 

• Short-acting opioids 
• Long-acting opfoids 

Short-Acting Opioids 
The -short-acting opioid market can be subdivided into two distinct categories: 

• Sbort-acting p11re opiojds 
• Combination product (e.g. , opioid plus NSAlD) 

Currently, hon-acting opi ids (pure aod combination products) are commonly u ed to treat 
opioid naYve patients suffering frorn acme pain and recurrent or episodic pain, as well as opioid 
tolerant patients suffering from breakthrough pain. Acute pain is loosely defined as pain of 
rclativcl short duration li ited y injury of body tissue and activation of nociccptors (e.g., 
i11jw-y, urgery . Recurrent or epi od.ic pai,n refers to intermittent o .currence of pain, wjtb 
episodes lastiog for a relatively short duration but occw-ring across an extended period of time 
(e,g., migraine headaches sickle cell crisis)~ there is not a persistent-background pain 
compooeut. Breakthrough pain is defined as a transitory flare of pain that occurs on a 
background of otherwise stable, persistent pain in pat]ents receiving chronic opioid therapy. 

Cun•eatly available shon-acting opioids provide on et of analgesia of 30-60 minutes whlle the. 
duration of action ranges from 4-6 hour . As the name implies, these products have a "sbor er' 
dutation of effect than longer-a ting agents. The pervasive misperception among pain 
pbysicians is tbat the onset of analgesia that tbey provide is more rapid than oral loug acting 
opioids. In fo t, this is untrue; tbe otlset of analgesia of sbott acting agents (30-60 minutes) is 
very similar to oral long-acting opioid products. Th y do not offe.r any clear advantage over oral 
long-acting agent with respect to onset of aoalg,e ia. Furthermore, the term "jmmediate release" 
refers to the fact that these produ ts do not have a ctmt.rolled release of medication as do tb 
long~acting opioids. A chart of the short-acting pure opioids is included in the appendix . 

Long-Ac.-tiog Opioids 
Long-acting opioids are mosl ommonly and should be) prescribed for patients that arc 
oosidered opioid tolerant. These patients suffer from chronic, persistent pain wbicb is loosely 

defined a paio that persists for a specified time that is arbitrarily determined (e.g., 3 months or 6 
months) or beyond the expected period of healing. The duration of analgesia ranges from 8~ 72 
hours, whil onset of analgesia ranges from 45 minutes to 12 hours. Obviously, the convenien e 
afforded by the duration of analgesia is the key benefit of long-acting opioid products. The onset 
of analgesia is not a differentiating facto r for long-acting opioids. A cban of the long-actirig. 
opioids is included iu the appendix . 

EvoMng Pain Guidelines 
Opioid use is currently classified by potency by the WHO orld Health Organization) Tlu·ee-
Step Analgesic Ladder. The WHO ladder system of pain management is segmented by the 
degl'ee of pain: mild to moderate moderate to severe, and severe. The ladder matches each lev l 
of pain lo the potency of medications with more po1cot medications at each tcp . AdjuvanL 
medications are also incorporated into the WHO ladder . 
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Mo. t key opiniou leaders iew 1l1e WHO Tim:~-Stl!p Aualgesit: Liicldc:r as nearly obsolete. For 
example, major fla\ s oftl1e WHO ladder include the absence f the concept of BTP and the 
recommeudation of combination product use for moderate to severe paiu. he Amet•icau Pain 
Society (APS) and the WHO will be publisbiog new pain management guidelines in 2002. 
These oew guidelines will incorporate the co!lcept of BTP and will encourage pure opioid 
therapy at a mtich earlier point in treatment than tb WHO ladder currently recommends . This 1s 
a mucb more aggres ive approach to ma1rnging pain. Paio assessment, continuous re-evaluation 
of rberapy and a multi-d\sciplinary approach will also be key components of these new 
guidelines. Overall, the APS 's new gu1delines will be a vast improvement over tbe archaic 
WHO ladder and should b0 au important step in increasing awareness of the proper assessment 
and treatment of BTP aud episodi pain. 

As these uew aggressive guidelines are adapted, BTP becomes ruore widely accepted as a 
clinical entity in need of treatment, and the characteristics of BTP are better tmderstood, we have 
the opportunity to position ACTJQ a an idcaJ treatment in the management of BTP. 

l, COMPETITION 

Competitive Companies 
Th major companies in the pain markeL place are few. 'hey include Purdue F!'ederick Janssen, 
Abbott Laboratories (acquisition of Knoll and Roxane, wjtb Purdue Frederick being the 
domJnant market lcadct. These companies have primarily focused on the outpatient chronic pain 
market for Jong-acting, sustained release prodllcts (although most offer both long and sbort­
acting products). These long-acting produ l have indications for ·'rnoderate to severe" pain and 
ar positioned for both malignant and non-malignant chronic pain. As mentioned previously the 
duration of action for long-acting opfoids ranges from 8-72 hours while I.he onset of analgesia 
ranges from 45 minutes la 12 bours. 

Many of these long-acting, sustained release products have complementary shoit-.acting, 
immediate rel asc or concentrated solution products that ha e been traditionally promoted for 
acute and cpisod]c pain. Although their use is indicated for moderate to severe pain only , these 
short-acting products are being promoted for the treatment of breakthrough paiu as well. As 
menti ned previously the onset of analgesia of oral short acting opioids ranges from 30-60 
minutes . This delayed onset of analgesia may not provide reliefrapidly enough to be effective to 
control a typi al BTP or episodi paio episode. 

ACTIQ s Competitors: Direct aod Indirect 
ACTJQ' s direct competitors are tbe short-acting pure opioids. Opioid combination products, 
aJtbougb socnctimcs erroneously prescribed for the treatment ofBTP, a.re not legitimate direct 
competitor of ACTlQ for the following reasons: 

• Limited dosing flexibility due to low opiojd dosage options 
• Dose ceiling effect due to presence ofNSArD intolerable side effects) 
• Not being aggressively pmmoted for tbe treatment of BTP 
• Use iti BTP and episodic pain occurring as a result of physician 1gnorauce. 
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ACTIQ's clear differentiating factor is its rapid onset of analgesia. Tbe use of oral short-acting 
pure opioid · or corubiuation products fur the m::anru.:mt uf BTP is lt:ss thau id al due to a Jack of 
rapidity of analgesi effect. Additionally, due to ACTIQ' rapid onset, it has a lear and distinc1 
advantage over other products in tbe treatment of episodic or recu1Tem pain (e g , sickle cell 
crisis, mi grain headache ). Tb is type of pain represents a substantial market opportunity . 

Long-acting opiuids are not considered a direct competitor in tbe BTP market, however, th y 
may be viewed a an indirect competitor for ACTIQ. Purdue Fredeiick bas aggressively 
educated pain physicians that " hen appropriately medicated with a long-acting opioid, patients 
should not experience BTP, or should e perience it minimally. Altboug,b nm congment ' itb tbe 
opinions of most key opinion leaders many physicians currently adhere co this philosophy, thus 
creating OxyCootin into a' ps udo competitor." Re-educa1iog misled physicians will be a 
cJiallenge. 

Future Competition 
CIMA a Mirmeapolis based manufacturer of prescription and OTC medications in a propti lary, 
fa t-dissol e diug delivery y tem, is evaluat iog a new BTP medication called OraVesccnt. 
Ora escent i a buccal tablet containi11g fentany l that allow for improved bioavailability and 
accelerated onset of action through absorption-enhancing ingredients. CIMA is presently in 
Phase LI clinical trial ofOraVescent· the targeted approval date is Wlknown. 

/\.thorough evaluation of new BTP medications currently in deve lopment must occur ill 2002. 

Market Share 
Evaluation ofthc pure short-acting opioid prescription market since the February 2001 relaunch 
of ACTIQ sbov,1s that ACTIQ bas increased its market share greater than any other product in i1s 
class. ACTlQ increased ils market share 3% from lhe silHnon\h lime period September2000-
Fcbiuary 2000 to March 200 I-August 200 I . Tb is increase in market share can be primarily 
attributed to the successfu l repositioning of ACTJQ and improved physician targeting. The 
number of anesthesiologists/pain specialists, our most productive prescriber ba e segment. 
prescribing ACTIQ is growing sjgnificamly and steadily. 

ACTIQ TRx Market Share 
Septermer 2000 - February 2001 
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III. COMMERCIAL INFRASTRUCTURE UPDATE 

A. SALES AND MA.RKETNG 

While the size of the commercial infrastructure that supports ACTIQ remained static from 2000 
to 200 I, Cephalon significantly upgraded the quality of personnel in the Pain Care sales and 
marketing organization. 

In May 2000, Anesta Corp. reacquired the promotional rights of ACTIQ and relaunched it with 
the contract sales organization lnnovex. At tbat time, Anesta more than doubled the sales force 
from 20 representatives to 48 representatives, but the overaJJ quality of sales personnel was poor. 
In February 2001, a higher quality, newly hired Cephalon Pain Care Specialty sales force was 
fully trained and relaunched ACTIQ. Cephalon, in effect, achieved an expanded promotional 
reach through its higher quality sales organization. In addition, this was complemented by 
revised marketing direction and new target audience definition . These changes have been key 
factors behind the product pe1fonnance to date. 

B. MEDICAL LIAISONS 

The Medical Liaisons support ACTIQ in three distinct manners : 
• Direct promotional support 
• ACTIQ Speaker Bureau development 
• Case series advancement 

Each of these functions played an important role in supporting and growing ACTIQ in 2001 . As 
peer-to-peer education is critical in the promotion of ACTIQ, the continued development of 
quafay ACTIQ speakers will be essential to continued ACTIQ growth. Additionally, case series 
development outside of the cancer patient population will also be vital to growing ACTIQ 
significantly beyond BTCP in 2002 and beyond. 
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IV. S' OT ANALYSIS AND KEY MARKETING ISSUES 

A. ACTJQ SWOT ANALYSIS 
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~ -won ro~ligaflons ·-
Lim.i{~vail bility. ih r(: ii phnrmncics 
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A' T'lQ.gains viarkct;sharc -

:- 0Jt}'€0tJtin, Jlb~1ss1io. nftly1briilg .further 
scrmJny 1.0 opioid ~kct · 
Co.llq#ciu:us·c:oni.inWn& lQ make ct.nJn • for 
BTP wiili u hnviiy; doM lln_j trials 
In~ r9iin~\lrSc1nCil{ di~lt es 
Slow tatt ut,2001 wit*linlc.nl trial$.1f)d aa&e 
series 
A'Cciden1al mgesljon of <Zl" Q rcsultJtJg ill 

-sorious, lnjµxy/dealh1of .J1 child.or opioid ~e 
l)erson 
Dental cil.des i~uc bc:comcs lsr~ 

ACTIQ primary di ffereutiating feature , rapid onset of analgesi~ di tinguishes it from e ery 
other currently available. oral sbort-acling opioid. It is th.is differentiating faclor1 and the 
benefits of rapid onset of analgesia (i .e., per onal pain coolrol, improved fun tiooality and 
Quality of Life, decreased ER and hospital admis ions, etc.) that must be maximized and 
highlighted through clini al shidies case series, promotional efforts and medical education 
programs in 2002 . By illustrating the true onset of analgesia and proving ACTIQ safe and 
effecti e in the treatment of other pain diagnoses, in luding both opioid tolerant and opioid naive 
patients ACTIQ will be poised for tremendous gro th in 2002 in both the BTP aod episodjc 
pain s gments of the opioid marke\ . 
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A CTI Q's na1TO\V rndication and subpart-H approval st11tus are the greatest llin<lraoce lO 
continued growth. A TIQ's suhpart-H classification and the accompanying Risk Management 
Plan (RMP) Jim ii our pr motional fle ·ibility as well as increase our expenditures in medical 
education . Efforts nn1st be made in 2002 to decrease/el iminate A TJQ's subpart-H 
classification aod the restn tions and obligations imposed by the RMP. 

B. KEY MARKETING ISSUES 

There are fi e key i sues rhat need to be addressed fi r ACTIQ in 2002: 

• Low product .nwareness among key targeted pllysician specialties 
Unaided awareness of ACTIQ ( 18%) is exceptionally low. 1n order to maintain the same cype of 
growth seen in _001 , phalon must make the most potentially productive prescribers, 
anesthesiologist and pain specialists, awar of ACTJQ and it's potential benefits to their BTP 
and episodic pain patient populations. Because brand a\ areness has een negative! affected by 
poor conccpting and messaging jn the past. it will be necessary lO evaluate awarcnc s a it relates 
to lh key benefits of the product. 

• Lack of knowledge in the assessmen( and ITeatmen( of BTP and episodic p21in among 
key t:trgeted pbysicino speciaJtjes 

Many anesthesiologists and pain specialists believe that tlley are satisfactorily assessing and 
treating BTP. Tb e under-informed physicians must be educated to understand lbe typical 
characteristics o BTP and mad aware that ACTIQ' key djfferentiating feature (rapid onset f 
analgesia) will gt'eatly benefit these patients. AJso, pbysicians treating patients suffering from 
episodic pain episode must al o be made awate oftbe benefits of ACTIQ. There i a large, 
unmec need for rapid treatment of recurrent pain associated with such disease state as migra · e 
headaches and sickle cell disease. 

• Limited clinicitl dat21 and publications outside of tbe cancer patient population 
A TlQ's narrow indication is it ' s most significant pl'omotional limiting fucto1·. Tber is 
tremendous opportunity for ACTIQ in the treatment ofBTP in opioid tolerant patients in a 
variety of pain diagnoses (not onJy BTCP as w JI a episodic pain in otbcr disease states. in 
order to continue ACTIQ' growth, ACTIQ's saf'ety, effi acy and true onset of analgesic effect 
must be demonstrated in other large segments of the pa.in market e.g., chronic back pain, RSD . 

• Low product :ind disease state awareJtess among pain patients 
Most pain patients, regardless of disease state, are not aware of the tenu "breakthrough pain. ' 
Additionally, many patients have difficulty discussing their pain witb their ph~si iau for a 
variety of reasons; ignorance ofBTP, inability to describe their pain adequately, aud fear of 
appearing weak or drug seeking arc leading reasons. CephaJon must attempt to increase 
awareness of BTP and eropowcr patients to speak openly with th ir pbysi ians about their p11in. 

• Limited direct promotional reach 
With 48 sales representatives, tbe current clir ct promotional reach for ACT[Q is liru:ited. 
ACTIQ marketing must complement th efforts of these 48 representatives but must also focus 
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on expanding ow- promotional reach and share of voice significantly beyond these 48 
represeolatives. To dale, nu sales fon.:e expansion js planned. 

C. ACTIQ DEVELOPMENT NEEDS 

ACTIQ s Differentiating Feature 
ACTIQ's clear differentiating feature is its rapid onset of analgesia. Currently available oral 
short~acting pure opioids and combination products are not optimal for the treatment of 
brea\..."througb pain (BTP) and episodic pain (e.g. , sickle cc1l crisis. migraine headaches) due to 
their Jack of rapidity of analgesic effect. 

ACTIQ's Limiting Factor 
ACTIQ's greatest liruiting factor is its limited, narrow indication. ACTIQ's indication is nan-ow 
in that it is spe ific for "breakthrough cancer pain onJy" and it is limited in that patients must be 
.. tolerant to opioid therapy." Every other oral sbott-acting pure opioid has an open indication for 
.. moderate to severe pain" which allows them to be prescribed for everything from acute, post-op 
pain to BTCP and by all types of physicians from pain specialists and oncologists to family 
practitioners. 

ACTJQ's Potential 
Rapid pain relief is a largely unmet need in patients suffering from both BTP and epjsodic pain. 
These types of pain represent a substantial market opportunity. The total marker for pure sbo1t 
acting opioids and combination products bas been $753 MM in 1999 and $872 MM in 2000 and 
is $568 MM YTD through July 2001. 

Big Questions that Must be Answered Immediately 
To maximize ACTIQ's potential, Cephalon must first answer the following questions. 
• What are our options for extending the patent life for ACTIQ beyond 2005? 

o Would a sugar-free formulation extend the patent? Is getting a sugar-free formulation 
approved a possibility given the limited amount of time prior to patent expiration? 

• What can be done to expand the label beyond BTCP? 
o Ifpalcnl exleosion is not viable, a label change that would expand the indication may 

invite generic competition. 
• What can be done lo alter the label to remove the contraindication in acute or post-op pain? 

Highly Confidential 

o If the FDA will not budge on this aspect because they believe that ACTIQ delivers 
chug to quickly to the CNS and tberefore must have this contraindication, tben we 
must push back and request the ability to make the claim of«rapid onset of 
analgesia. The FDA s current stance on this issue can be summarized as follows : 
ACTIQ requires warnings because it may be unsafe in certain patient populations 
because it acts quickly, however. it is not permissible to make a positive claim about 
ACTIQ that states it acts quickly. 
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Other Challenges 
There are several additional iSSl1es that must b • addresseu by Regulatory am.I Clinical 
Operations/Medical Affairs. 

• Resea1·cb in non-malignant pain populations - How can this be accomplished in targeted 
disease areas? 

• Subpart-H status - Wbat must be done to remove this statu and the a companying 
obligations/restrictions? 

• Risk Management Plan (RMP - Its restrictions/obligations greatly limit promotional 
flexibility (i.e., 30 day FDA review of all promotional items). 

• lnabiHry to make claim "rapid onset of analgesia" - Whal must be done to make this 
claim? 

A separate product issue that also sbould be address d is the increased incidence of dental 1,;aries 
being reported . As this problem persjsts and continues to grow as we sec A TIQ presciibed for 
more and more chronic non-malignant, non-terminal pain patients, it could negatively influence 
prescribing habits of physicians. Oral hygiene warnings have been added to all new promotional 
materials. ls a sugar-free lozenge an option? 

Recommendations: 

Minimal Needs to Continue to Grow Business 
ACTIQ will most likely triple sales from 2000 to 2001 . To continue this growth in 2002, 
minimal needs must be met including : 

• C:ise Series development in non-cancer pain models such as chronic back pain, 
RSD, si ·kle cell disease, migrajne headaches, etc. 

• E ploratory studies in otber, high incidence pain models followed by strong 
publications and medical education efforts. 

o Studies to demonstrate the efficacy in BTP (non-CA) and episodic pain. 
o Studies to demonstrate safety in opiojd naiVe and post-op patients . 

Case series and open-label exploratory studies will be critical as we continue to 
grow our prescriber base beyond oncology. Currently, we offer no data for 
ACTIQ use outside cancer. If we do not generate clinical data in other areas we 
will be forced to continue to rely on pbysicjans malcing the jump from cancer on 
their own. Some aggressive pain specialists l1ave already made this leap but many 
of them will require additional clinical support. Simple case studies and open-
la bel exploratory studies are not the sn·ongest means of clinical support, but they 
may be all that we need to keep sales growing at the current pace. 

• Studies to clearly demonstrate the true time to onset in order to make claims of "rapid 
onset" and change labeling to more accurately reflect this feature. 

• Reduce obligations and requirements ofRMP to enhance promotional flexibility . 
• Consider new sugar-free formulation . 
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Brief Outline of Next Steps 
• Internal Cephalon meeting to decide: 

o Is it possible to extend the patent? Do we wish to extend the patent? 
• If "no" to either question - What type of research can we do within the 

constraints of a subpart-H dmg to continue to grow the business? Phase 
IV? Research filed under an IND? Case series only? 

• If "yes" to both questions - What are the next steps? 
o Meet with FDA and outline what change in label and claims we would like along 

with protocols for research required for such changes/claims. 
o Allocate adequate funds and personnel to generate minimal clinical support for 

ACTIQ in 2002. 

With minimal clinical data and adequate sales support, ACTIQ could be positioned to expand its 
share of the potential $1 billion short-acting pure opioid, combination product market in 2002. 
Additionally, a more liberal indication might allow for tremendous growth. 
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V. PRODUCT VISION AND POSITTONlNG 

A. ACTIQ VISION 

The following statements summarize the sbort, medium aod long-term commercial direction for 
ACTTQ: 

Sbo1t-Term Vision: 

Medium-Term Vision : 

Establish ACTIQ as a valid , first-line option for the treatment of 
BTP. 

Establish ACTIQ as a revolutionary, highly beneficial and valid 
option for the treatment episodic pain as well as BTP. 

Long-Tenn Vision~ Establish ACTIQ as the ideal, first-line option for the treatment of 
BTP and episodic pain . 

Despite the marked increase in total prescriptions and sales in 200 I, ACTIQ must still be 
established as a valid treatment option for BTP in 2002 in the minds of most anesthesiologists 
and pain specialists. To accomplish the medium and long-term visions for ACTlQ, a number of 
things may need to occur in the future, including, but not limited to, the following: 

• Development of clinical data and publications outside of the cancer patient population 
• Expansion of labeling and ability to make claims about rapidity of onset 
• Removal/relaxation of cun-ent subpart-H classification and RMP requirements 
• Expanded and highly effective promotional and medical education efforts 

B. ACTTQ POSITIONING 

Current physician use of ACTIQ suggests that ACTIQ has great potential beyond the treatment 
of BTCP . The key differentiating features/benefits that contribute to ACTIQ's potential outside 
of the current narrow indication are as follows : 

• ACTIQ has a novel delivery system that allows for rapid absorption of fcntany 1 
• ACTIQ provides the most rapid onset of analgesia of any currently available, non­

invasive opioid product (e.g. oral formulation, sublingual fonnulation) 
• ACTlQ provides relief on demand and personal pain control and thus improves patient 

functionality and Quality ofLife 

Positioning Statement 
The 2002 positioning statement for ACTIQ reflects these key differentiating factors: 

ACTIQ is a medication in a unique oral transmucosal delivery system that provides the 
most rapid onset of analgesia of any non-invasive opioid formulation availabJe and affords 
patients personal pain control for BTP or episodic pain. 
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Patient Profile 
Any opioid tolerant patient suffering from BTP, regardless of disease state, is a potential 
candidate for ACTTQ. Additionally, any patients suffering rrom moderate to severe episodic 
pain due to migraine headaches, sickle cell pain crises, etc. are potential candidates for ACTIQ . 
Lastly, ACTIQ may also be appropriate as a pre-procedural pain medication for any opioid na1ve 
or opioid tolerant patient about to undergo radiation therapy, wound dressing changes, physical 
therapy, etc. in a monitored setting. 
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VI. MARKETING AND PROMOTIONAL STRATEGY 

A. MARKETING GOALS AND OBJECTIVES 

Marketing Goals 
Specifically, tbe 2002 ACTJQ marketing plan will seek to achieve the following goals : 

• Increase the number of ACTIQ prescribers 
• Increase ACTIQ prescriber productivity and prescriber retention 
• Increase awareness of ACTIQ and BTP among targeted patie nt popula tions 
• Expand the clin ical data and publications of ACTIQ beyond BTCP 

Marketing Objectives 
Facto1y sales and prescription volume objectives for 2002 are as follows: 

The monthl y sales and prescription budgets are attached as an appendix . 

B. MARKETING STRATEGY 

Overall PromotionAl Strategy 
To increase market share and achieve the aforementioned sales and prescription objectives the 
marketing strategy for ACTTQ will be to differentiate tbe product from its competitors by 
utilizing the primary product strengths : rapid onset of an analgesia and personal pain control. 

When looking at the continuum of the product adoption curve, ACTlQ currently falls between 
awareness and trial. Tbe overall promotional strategy in 2002 will be to move more physicians, 
and thus ACTIQ, to ttial and usage. To meet tbe 2002 sales and prescription objectives, ACTIQ 
must move in this direction . 

Highly Confidential 

ACTTQ in the Product Adoption Curve 

Awareness I 
L _I _Tr_ial _I 

L1 Usage I 
LI Adoption 
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Becaus it does n t reguire an exorbitant number of prescribcrs to make a tremendous impact in 
pre criptions and sale witb ACTJQ, ooe ofcbe keys to success io 2001 was a much more 
focused targeting effort. At the ter'ritory le el , the Pain Care Specialists focused on a small et 
''core group of pbysic.ians to build their terri tories from the inside-out. This i a different 
approa b than wbal is traditionally used in big-pharma, but this stTategy j e cntial to tbe 
success of ACTIQ. Al a nationaJ level, this same type of approach has been utilized in 2001 and 
will again be utilize-din 2002 . The b.igbcst potenlial prescribing physi ians in specfa ltie fhat 
ha ,1e been fasl to adopt ACTIQ in their treatment ofBTP and episodic pain 
anestbesiolog:ists/pam spe ialists will be the key targets in 2002. Additionally , we will 

cvaluat the porential of high decile Duragesic ptesciibers more thoroughly and may tai·get these 
physicians more aggressively, 

1'be 2002 ACTIQ promotional strategy will be similar to the 200 I strat gy. Each promotional 
effort will be fo used on addressing th five key marketing issues and a bieviug one or more of 
che four key strategic ohjeotive . Each promotional effort wlll be incorporated into the o erall 
strategic framework 10 rua~imize prom tional efficiency. Lastly, the current branding elements 
of the 200 I campaign such as the "bell' and the "mountain graphs· will continue to be u ed in a 
variety ofbranded and non-branded promotional efforts. 

Promotional Strategy by Key Marketing Is ue 

Issue: 
Strategy~ 

Low product awareness among key targeted physician specialties 
Strengthen the association of ACTIQ and its key benefits of rapid onset of 
noulgesin and personal pain control through improved uwareness 

Conveying ACTlQ' s key, differentiating beocfit to physicians througb tbe brand on cpt alld 
messaging will be critical to rajsjng ''awareness." Marketing will implement high reach 
promotional efforts ro contact as many potential ACTIQ prescribers as possible. /\ddit ioually, 
more specific, targeted promotional efforts will be implemented to raise awareness among the 
highest potential prescribers. Because brand awareness bas been negatively affected by poor 
oncepting in th past, it will be necessary to evaluat awareness a it relates to the key benefit of 

the product. Testing will be done to see if the "bell" concept has been effective in raising 
physician awareness. Additional testing will be done lo see if "OT-PCA'" (Oral Transmucosal 
Patient Controlled Analgesia) effectively Jinks ACTlQ' key benefits with the prodnct in the 
minds of pby iciao . In order to maintaio ~he ame type of growth seen iu 2001, Cephalon must 
improve awareness of ACTIQ and trengthen h a sociation with its differentiating benefits. 

Is ue: 

trategy: 

Lack of knowledge in the assessment and treatment of BTP and epi odic pain 
among key targeted physician specialties 
Educate key targeted physician specialties about the benefits of treating 
brenktbrough and episodic pain' ith ACTIQ 

Marketing will educate pbysicians through a variety of educational efforts. Because promotional 
flexibllity is limited and the claim of "rapid onset of analgesia' cannot be stated. an emphasis 
will be plac.ed on Continuing Medical Education as a primary means to educate phy icians. 
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CME programs will be complemented by other peer-to-peer promotional effo1ts, as these types 
of programs have proven very effect ive. 

Issue: 

Strategy: 

Limited clinical data and publi ations outside of the cancer patient 
population 
Marketing and Medical Affairs will develop a Phase IV I Case Series I 
Publication plan for· 2002 

ACTIQ 's narrow indication is it's most significant promotional limiting factor. Tbere is 
substantial opportunity for ACTIQ in the treatment of BTP in opioid tolerant patients in a variety 
of pain diagnoses (not only BTCP) as well as episodic pain in other disease states. ln order to 
continue ACTIQ's growth outside of the cancer patient population ACTIQ's safety, efficacy and 
"true" onset of analgesic effect must be demonstrated in other large segments of the pain market 
(e.g., cbronfo back pain, RSD, fibromyalgia, migraine headaches, sickle cell disease). 

Minimum Requirements: 

Issue: 

• Phase IV study to evaluate true time to onset of analgesic effect in a clinical setting in 
opioid tolerant cancer patients and/or in a controlled laboratory environment . 
Previous studies have evaluated pain relief no sooner than 15 minutes thus limiting 
ow· ability to make claims. 

• Exploratory phase IV studies and/or case series for the following non-malignant pain 
states : 
o Chronic back pain 
o Refle. sympathetic Dystrophy (RSD) or Complex regional pain syndrome 

(CRPS) 
o Rheumatoid and/or osteoarthritis arthritis 
o F1bromyalgia 
o Sickle cell disease 
o Mjgrainc headaches 
o Incident related BTP (in luding aoy/aJl disease types) 

Low product and dise:tse state awareness among pain patients 
Strategy: Jncrease awareness of BTP among targeted pain patient populations and 

empower patients to discuss their pain openly with physicians 

Because most pain patients arc not aware of the tenn "breakthrough pain.' the public relations 
and marketing strategy will focus on increasing awareness. Additionally, public relations and 
marketing will attempt to increase the awareness of ACTIQ among pain patients. Promotional 
efforts will be coordinated wilb targeted patient supp01t and professional organizations. 

Issue: Limited direct promotional reach (48 PCSs) 
Strategy: Direct the most effective promotional efforts to the highest potential targeted 

physicians 

As tbis issue is common to all three currently marketed Cephalon products, the promotional 
strategy applied to address this issue witb ACTJQ will be similar to the strategy utilized by the 
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other product teams. Marketing will direct the most effective (and often the most costly) 
promotional efforts (e.g. , personal selling, medical education programs, CME programs) to the 
highest potential targeted physicians. Promotional programs with a greater reach (and often 
lower cost) will be directed toward lower potential targets (e.g., direct mailings , CME programs). 
Overall, the promotional strategy will be to provide an approptiate mix of promotional initiatives 
that complement the efforts of the 48 Pain Care Specialists and expand our reach to the vast 
number of potential prescribers that the PCSs cannot directly influence. 
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Vil. TACTICAL PLAN 

A. J\CTIQ KEY MESSAGE 

Tbe promotional messages for ACTIQ in 2002 will remain onsistent with the core messages 
already developed. Tbese messages will be applied similarly to both of the targeted segments of 
the pain market, BTP and episodic. pain . 

ACTIQ will be positioned as valid , fir st-line treatment option for BTP and episodic pain through 
the communication of the following key product messages: 

Key Messages 
• AClilQ provides ~pid onset orenalgesia 
• AC'InQ bas a unique, revolutionar-y drug deli,verj. system 
• ACJ[Q is safe,Jllld bJgtily cffccti~e 

i• A€'I'1Q is easY. and eo 11.'eh ient to use 
• AGJ:JQ provides ,petsona].pain· Gl?n,tro~ andtircwroves .fim.ctionaHt:y and Qoalily of Llfe 
• ACTIQ 1s most eiffcctiive when titrationJs initiated at ilie 400mcg,stren~h 

1 • ACTJ is the onl rodllct s edficaJt srudied _and H1didated for BTCP 

The most significant change in tbc positioning of ACTIQ in 2002 is the incorporation of 
"episodic pain ' as a segment of the targeted paiu market. ACTIQ will be positioned to greatly 
expand use in both th BTP and the episodic pain segments of the pain market by applying the 
key messages listed above. 

B. TARGET AUDIEN E 

The ACTIQ 1arget audience can be divided into two distinct market segments; 
• Pain specialists 
• Oncologists 

Tb primary target for ACTIQ in 2002 will be pain specialist . The pain peciali t group 
consists of any pl1ysician , regardless of AMA specialty that treats paio as a primary function of 
their practice. A pain specialist is most often an anesthesiologist or physiatrist, but can also be a 
neurologist, psychiatrist or any of a multitude of other AMA specialties. AMA specialty can 
often be a poor way 10 target physicians for CTJQ potential . Therefore. when targeting pain 
specialists, it will be critical to evaluate opioid presc1ibing habits. More specifically it may be 
important to evaluate specific opioid usage; a high decile prescriber of Duragesic, another 
product utiJizind fentanyl and a wiique delivery system, may be an excellent ACTIQ target. 

The pain spe ialist segment can be funbcr subdivided into two segments bas d on tbe type of 
pain a physician specializes in treating: 

• Focused pain specialist 
• General pain specialist 

A '' focused" pab1 specialist specializes in tbe trcaro1ent of pain associated with a single disease 
process (i.e., hematologist specializing io sickle cell pain , neurologists specializtng in migraine 
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headaches or RSD). A "general" pain specialist treats a vast an·ay of pain-related disease states. 
Although both subdivisions of lhe pain spet:.ialist segment can be promoted to similarly, those 
that specialize in treating episodic pain may require different proof ources and promotional 
efforts (i .e., CME programs, peer-to-peer education, publications) since data is lacking. 

Oncologists will remain a target as the labeling for ACTIQ remains static; for the management of 
BTCP iu opioid tolerant cancer patients. Unfortunately, we have \earned from experience since 
tbe launch of ACTJQ in April 1999, that oncolog1sts are not as adept at pain management as once 
believed. They are much more focused on delaying disease progression tban pain and symptom 
management. Therefore, as in 2001 , this segment of the target audience wiJI be a secondary 
target for promotional efforts behind high opioid presctibing pain specialists. Oncologists that 
are truly ' ain specialists" will obviously become part of the pain specjalist segment by virtue of 
their opioid prescribing history. 

Most pain experts believe that "pain is pain" regardJess of the sow·ce of pain 01· disease state. 
Therefore, messaging for both targeted segments (pain specialists and oncoJogists) will be almost 
identical similar and will include the key marketing messages previousJy listed . 

C. CORE TACTICAL PLAN 

Overall Tactical Approach 
The 2002 ACTIQ tactical plan will incorporate the seven key promotional messages listed 
previously that directly support the overall ACTIQ promotional strategy. The goal will be to 
distribute tbe total promotion budget appropriately and effectively across all tactical initiatives. 
The majority of resources will be allocated to tactics that are consider d most effective in 
delivering these key messages to our target audience. Base-d on the current limitations in 
promotfonal flexibility, the most effective tactics will include peer-to-peer educational programs, 
such as consultant meetings, CME programs and sales-driven medical education programs 
(MEPs). Additionally, the use of physician advisory boards will also be implemented in 2002 to 
help establish more focused product positioning and messaging, to establish the most effectiv 
tactical approaches, programs and fonnats , aud to assist in the development of a clinical research 
plan . 

Tbe 2.002 ACTIQ tactical initiatives can be broken dowu into three broad categories : 
• Direct promotion 
• Marketing promotion 
• Indirect promotion 

The following 1s a brief overview and description for each of lhe 2002 ACTIQ tactical initiatives . 
The complete tactical plan is presented in detail in the Appendix. 
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Tactical Plan Overview 

Direct Promotionnl Tact'ics 

• Direct Selling Support Pieces 
Forty-eight PCS representatives (plus 10 MLs) will be detailing ACTIQ to a core group of 
targeted physicians within their tetTitories. Marketing will develop additional promotional pieces 
to support the sales force's efforts in delivering tbe key ACT1Q messages. Most branded pieces 
will continue to utilize tbe "bell' concept. Promotional upporl pieces planned for 2002 are 
included in the appendix. 

Marketing will make available sufficient coupons for new trial generation of ACTlQ in 2002. 
Each Pain Care Specialist will receive 120 coupons per month. Tbcse coupons will only be 
distributed through the sales force. 

• Medical Education Programs (MEPs) 
As stated previously peer-to-peer educarional programs have proven to be incredibly effective in 
promoting ACTIQ. Marketing will provide ample resources to allow for an adequate number of 
sales-driven MEPs in 2002. 

• Consultant Meetings 
Marketing will plan a minimum of two ACTJQ con ultant meeting for 2002. The goal will be 
to hold the first meeting in tbe January-Febrnary timeframe and the second in June. Based on tbe 
success of the two 200 I ACTIQ consultant meetings, a third meeting may be planned if 
financially possible. 

39 

Highly Confidential TEVA_MDL_A_03248943 

P-03648 _ 00040



• Convention Presence 
Marketing plans to attend a minimum of six natiooal level con entions in 2002 . Wich the 
creation of new, branded booth panels ACTlQ ' s pres enc, at these meetings in 2002 should be 
much more noticeable than in 200 l. Additionally, marketi_ng will consider the use of 
enticements aud booth convention kiosks to drive clinicians to the ACTIQ booth for detailing 
purposes, bur also to collect valuable mal'ket research infonnation. Cost will be the p1imary 
consideration. The compJete ACTJQ 2002 convention schedule is detailed in the Appendix_ 

In 2002 marketing will also ask the Pain Care Area Managers to take responsibility for decjding 
when to attend other, smaller national conventjons and regional medical symposia throughout the 
year. Allowing the Pain Care Arca Managers to make lbese decisions shouJd encourage them to 
"take ownership of the smaller national and regional meetings held in their respective areas 
Marketing will continue to support the plannjng and logistics associated witb these meetings 
when necessary . Additional funds will be provided to eacb oftbe Pain Care Area Managers in 
2002 

Marl eting Promotional Tactics 

• Direct Mail 
Direct mailing efforts in 2002 ' ill be specifically designed to focus on accomplishing one of the 
following objectives: 

• Raise awareness of ACTlQ among targeted high opioid prescribers 
• Raise awareness of ACTIQ among top decile Durages1c prescribers 
• Improve retention rates among existing ACTIQ prescribers 
• Noti£cation to existing prcscribcrs of the pending change in fonnulation and packaging 

for ACTJQ 

Marketing will also utilize direct maiLings in 2002 as they were employed in 2001 , whlcb allows 
them to be utilized rn a direct promotional manner. With each direct mailing effort focused on 
high opioid prescribing potential targets many of whom are direct selling targets and/or 
existing ACTIQ prescribers, a copy of tbe direct mail piece will also be forwarded to each PCS 
represemativ . The representatives will also receive a copy of the physician mailing list. A 
t'cpresentative can utilize the direct mailing picc to gain access to difficult to sec targets or to 
reinforce key selljng messages with a physician that received the mailing 

• CME Programs 
Peer-to-peer educationaJ programs such as CME programs can be tremendously effective. 
Marketing wiU employ numerous CME programs many ofwbicb will b ongoing programs 
initiated in 200 l (i .e. website and trimesterly newsletter); substantial resources will be applied to 
these types of programs. The primary reason CME programs will be largely employed in 2002 is 
due to the limited promotional flexibility and ability to make claims that accompany ACTIQ's 
subpa1t-H classification. CME programs allow us to utilize peer-lo-peer medical education to 
raise awareness of the propel' assessment and treatment ofBTP and episodic pain and to convey 
ACTIQ's key selling messages. CME programs planned for 2002 include: 

o Trimesterly Newsletter 
o Regional Symposia 
o Teleconferences 
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o Website 
o Adapta1jon uf all pre ioui; CME prugrams to uu-lint !:i · If-study 

ome program formats tbat proved to be le s effective than hoped in 2001, such as the teletopics 
program, will not be utilized io the future. The content from this specific program was, however, 
excellent and will be repa kaged into more effective formats in other cndming CE programs. 

• Publications 
ACTTQ ha tremendot1s growth potentia1 in the treatment of BTP in opioid tolerant patients in a 
varie1y of non-malignant pain diagnoses , as "'''ell as episodic pain in oth r rusease states. 
Marketing wlll work with Medical Affairs aod Publications fo de elop phase IV. case series, and 
publication plans for 2002 . Case serie in 2002 , bou\d target several of the largest potential 
segmcnrs of tbe pain market: BTP in non-malignant chronic pain i.e. spinal stenosis. chronic 
back pain , refJe:x sympatheiic dystrophy fibromyalgia , etc.) as well as episodic pain (migraine 
headarhes, sickle cell pain . etc.). The phas IV plan should include, at a minimum, an evaluation 
of ACTTQ's "tme' on ct of analgesia (i.e .. pain relief evaluations at 3, 5, 7, 10, and 15 minutes) 
in opioid tolerant cancer patients i11 a clinical setting and/or an evaluation iu a controlled 
laboratory setting. 

• Advisory Bonrds 
Two advisory boards will be assembled iu 2002, a Key Opinion Leader Adviso1y Board and a 
Marketing Advisory Board. The objective of the first advisory board will be to determine foture 
direction for potential uses. studies, etc . of ACTIQ from key opinion leader · in the pain 
community. The objective of the second advisory panel will be to obtain s1rategic marketing 
di1·ec.;tioo (i.e., key messaging, positioning, e aluatiou of promotional and CME ideas, el .) from 
current ACTlQ pres iibers. Individual meetings with additional key opinion leaders and ACllQ 
prescribers will o cur throughout 2002 to assist in these and otber areas. 

Indirect Promotion:tl Tactics 

• Journal Advertisements 
The current 2001 journal ad campaign will be evaluated in December 2001. lf tbe cun·em 
campaign tests successfully, the present plan sill be to continue use if this advertisement in 2002. 
Additional coucept and message testing in 2002 may allow for enhancement of the current 
campaign. or tbe creation of a new campaign if deemed necessary. The complete ACT IQ media 
plan is detailed in the Appendix . 
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Anestbesi'OJog)' 
:Alistb~t'l oID'. ew~ 
'A:ries tbe.sto Jbgy 
.Anesthesia &... Analgesia 
A 1Qurual: -fiA.ff stbl .. -10 ~ 
Jouma\ of Clinical Oncology 

Onfolog~· Oncology 
0111.:ulogy ~\: w:- h1L1:111atiu11al 

41 

TEVA_MDL_A_03248945 

P-03648 _ 00042



• Internet Promotional Activity 
Marketing will employ tlu-ee primary internet somces of information for BTP and/or ACTIQ in 
2002. These three sources will include: 

o A CJ'!Q.com - product specific information 
• Newly redesigned and compleled in November 200 I 

o Cephalon ;peaker.com - product specific information 
• ACTIQ included in May 200 1 

o Em rgiugSolulio11si11Pai11.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. om during 

2002. Pain.com is the most widely physician visited pain sit on the internet The 
planned duration of the program will be six months. 

o Ca11cer-Pai11.org - As in 200 I , marketing and public relations will continue to 
support Cancer-Pain.org. ln 2002, we will be primarily sponsoring the "Ask the Pain 
Expert" section of the site, which allows patients to interact with leading cancer pain 
expert . 

• Patient Education Materials and Program 
Marketing and public relations will work to c.reate and/or update appropriate patient education 
materials in 2002. The 2002 ACTIQ tactical plan will focus on creating/updating nou-branded 
patient education materials. These materials will be created/updated in coordination wilb 
professional and/or patient suppmt organizations and may be applicable across di ease states and 
patient populations. Additionally, tbe tactical plan will incorporat specific programs, sucb as 
teleconference, to increase BTP awareness among targeted patient populations_ 

D. MARKET RESEARCH PLAN 

As the market for ACTIQ continues lo evolve io 2002 implementing approp1iale market 
research will be critical in sustaining present and future promotional effectiveness. Maintaining 
flexibility throughout 2002 wm be impmtant· nonetheless, the following market research 
activities should be implemented: 

• Title: Promotional Message Audit 

Highly Confidential 

o Timing: January 2002 (covers Jul-Dec 2001) and August 2002 co crs Jan-June 
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 tbe Pain Car Specialists are accurately delivering 

the key safety messages of ACTIQ. 
o Primary Use of the lnformation : To fulfill section 8.6 of the ACTIQ Risk 

Management Program_ 
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• TWe: Positioning and message testing 
o Results : February 2002 
o Vendor: TBD 
o Type: Qualitative 
o Target Audience: Oncologists and Anesthesiologist Pain Management Specialists 

(sample size = approx 30) 
o Primary Objective: To test the cul1'ent and possible alternative positioning statements 

and messages which communicate ACTIQ's benefits ofrapid relief and personal 
pain control. 

o Primaty Use of the fnfonnation : To choose the best positioning statement and 
messages to convey ACTIQ' s benefits. 

• Title: Convention Research at American Pain Society (APS) 
o Results: March 2002 
o Vendor: Strategic Business Research (SBR) 
o Type: Quantitative 
o Target Audience: Anesthesiologist Pain Management sample siz = approx 100) 
o Primary Objective: To gauge APMs awareness and perceptions of ACTIQ' s benefits 

and to determine other diseases for which they are likely to prescribe ACTIQ. To 
determine which pain states ACTJQ is used in and which episodic type , now and 
in the future . 

o Prima1y Use of the Information : To understand if/how APMs perceive ACTIQ's 
benefits of rapid relief and personal pain control. 

• Title: Tracking study - Wave lT 
o Results: November 2002 
o Vendor: National Analysts 
o Type: Quantitative I Qualitative 
o Target Audience: Oncologists and Anesthesiologists/Pain Management Doctors 

(sample size = 50 + 50 = 100) 
o Primary Objective: To track physician awareness and perceptions of A TlQ how 

they rate the benefits/disadvantage of ACTlQ 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 . 

o Primary Use of the Information: To monitor the effectiveness of the marketing 
fforts aimed at raising awareness of ACTIQ as an agent that provides rapid relief 

and personal pain control and at differentiating ACTIQ from competitors. 

E. PUBLIC RELATIONS PLAN 

The primary goals of the 2002 ACTIQ PR plan are to increase awareness ofBTP and ACTIQ 
among targeted physician and patient populations. The targeted patient populations will be both 
cancer patients and chrouic non-malignant pain patients as well as patients suffering from 
episodic pain sucb as migraine headaches and sickle cell disease. Cancer patients will be the 
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primary focus for many of the 2002 PR initiatives because the suppott network for cancer pain is 
much more establi hed and organized than for other pain disease states. Additionally, although 
oncologists ha e proven to be less productive prescribcrs, they still represent the largest egment 
of the ACTJQ prescriber base. Cancer organizations afford tbe most efficient path to raising 
awareness among patients. 

A nursing ad vi ·ory board wilJ be established in 2002 with key. influential nurses. These nurses 
wiJJ be ACTIQ suppo1ters, involved in setting pain policies, and well respected in the pam 
community. The pmpose of the advisory board will be to assist witb the content creation and 
implementation of several PR tactics as well as to establish Cephalon as a solid member of the 
pain community suppo1ting nw'Sing efforts to improve pain management. The nursing advisory 
boatd meeting is tentatively targeted for Febrnary 200 l . 

The core PR strategies for 2002 are as follows : 
• Establish meaningful relationships with thought leaders and third party professional and 

patient groups 
• Suppon educational programs on opioid use that incorporate or focus on BTP 
• Emphasize safety and efficacy of opioids for chronic pain and BTP 
• Emphasize impmtancc of proper assessm nt aud treatment of BTP and the ability to 

speak to physicians about pain 
Generate ACTIQ visibility in the cancer and pain media 

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

Tbe following provides an overview of the 2002 ACTIQ PR tactical initiatives: 
• Tbird Party Meetings - Meet wilb key opinion leaders. 
• "Request for Proposal" (RFP) Program - Launch an open call for grants to upporl 

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 Te1ecoaienmces - Cunuuct teleconferences on BTP for medical 

professionals and patients. 
• Website pdates - Update patient. third party health aod medical websites to encourage 

inclusion ofBTP and/or ACTIQ. 
• Grass Root " Support Group Strategy - ldentify and train pain experts to present to 

various patient upport group meetings. 
• Nursing Advisory Board Meeting - Create strategy and criteria for the RFP Program. 

Develop tools needed for the "Grass Roots" Program (slide kit, vide ). 

G. 2002 TA CTI CAL BUDGET 

The 2002 ACTJQ ta tical budget is attached as an appendix . 
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1. Long-Acting Opioids and Short-Acting Pure Opioids 
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2. 2002 Tactical Plan b Marketing Strategy 

PROMOTIO~AL lmrroH' DcHlor lmproH' fapan1I 
TACTICS l'h~'iciun l::tlurnk Clinical 1'11tit•nf l'rmnnli111111I 

· • .. \\\al'l'lll'" Ph"ki11n' Data A\H1n·nc'' Rench 

OIRECT 

lC 

x 
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3. 2002 Tllctical Plan Implementation Timeline 
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4. 2002 A TIQ Tactical Budget 

f80;-000' ~ 90;-000 i 
40,0001 s to,000 $ 10,000 ~ 1o;ooo 

2201000 

20,000 ~ 5.000 $ 5 ,000 ,. 5,000 5;000 

100,-000 ..s 50.000 .s so.ooo 

25000 $ , .Sil! ~ 12,QOO j _ 8000 $ -3,500 

91liooo 4 11 ,000 $ 44,000 s 25,000 s fO.OOO 
6 ,000 ,$ 5,000 

40,0001 $ 5,000 s 20,000 'S 10.000 $ 5 ,000 
160,0001 • r 

I 

30d,ooo 75,0~ ~ 76.000 $ 1~000 $ 15,000 
440.000 s 150,000 s IOP,000 s 100,000 s 90.000 
300.0()0· -$ 50,000 -$ 150,000 ·S 60.000 $ 50.000 
"481000' ~ 12,000 $ 12,000 s 12,000 s 12.000 
s~.600. s 15n.O(X) t t4S,OOll $ 1~.000 s 1is.Doo 
1oq,ooo .$ ~.coo s 25,000 s 25.000 $ 25,000 
65,000• $ 3,7f:IJ s 13,750 $ 13,7.50 $ 13,750 
80,0oO .$ &11,000 

1,878,000 

400,000 $ 150.,000 s 100.000 ~ 100,000 s ,0,000 

960,000 $ 2401000 $ $ 240,000 $ 2'10,000 
100,000 $ 25.000 $ s 25,000 s 25.000 
600,000 $ 300.000 $ 
:10,000 $ spoo $ 

t ,000,000 <I 250,ooo s 250,0()0 $ -250,000 
50,000 1 25.000 25,000 

2.120.000 

96,000 s 24,000 $ 2M06 $ 24.ooo s. 24.000 
~0.0001 .s 12,500 s 12,500 s 12.,soo, $ f2 ,500 
'50~001 $ 12.soo - t 12,500 s 12,500 '$ 12,500 
198,0DO 

i()o,ooo $ 50,000 'S 50,000 s 50,000 ~ 60,000 
so.ooo· ~ 20,000 $ ~o.ooo $ .2J!,OOO ~ 20~000 
25,ooo i2.S00 s 12.600 

3061000 

e,000,000 $ 1 1a42~50 s 1 ,716,250 s 1 ,327,750 s 1,110.'rso 
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5. 1999-2000 ACTIQ Concepts 

"BTP - Iceberg" Concept 

Highly Confidential 

"Unit - Delivery System" Concept 

.A rl7f'f /ii'tpl t.rllfJS!Tlucosal , ·~. 
~l(#/Jt.W/gle.L ·~\ 

ln1partaint W:trning\ 

W 
• Only lor the m1.nagcm'f\! cf bn.,,kthrou9li cancer 

'· ('l.lin in p.lt itnlS Mth ll'lol l tQMncits who arc m~ady \ 
rc.::Ci'-'ng and wtio ~re to ler.lnt to oe>io<I thtrap~ for 
tht ir undt r t)'i~ ptrsistent :&'\ttf piin . 

.. Secaose llfe-thl"tatcnln9 hypcW!rt\llatlor. c.D1.Jld ott\Jr u Jil\'t dw in 
patitnts not tc?kif19 ct\roni: oplntt-s, Actiq is con t1'4'indscittd in lht 
n"1an•9tmtrt of .acutr or c-0st~roltlvt ~tn . 

.. This pt'OCVCI m~t no'\ l.>t us~ in opioid non t olt'2nl p.iltb"lt\> • 

.. lnstf'\Kt pa\itnt\/t3rtgiYtr'\ J>ctiq t )."I bt fa~\ \O a child. 
Kttp ope-n 11nits frorn chrld"t'r• Md discard prO()Crly, 

Su ~:flld..,rln.t M1 Ml ,,,u,~.., ift'et l".at'°" on kl'-J>1 ~'°"' 
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6. 2001 ACTIQ Concept 

"'Actia!.. 
l (tnlrA~u. 
. f<lltM',!Ctr.lCJ 

Pc<5ona1Pain Co nlrol 
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7. 2001 Journal Advertisement 
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Actiq® on call. 
r.)~ 

..... ti :. :_ ;: ;i •,1o1 l l •ol •~• 111 .r1• I 
l-)~lf .... ;0· 1. 

W'lth ACTJQ, pain relief may be observed in 15 minutcs. 1 

• P<1tients may begin experiencing pain relief while taking AC no. but may not experience 
full relief for up to 4S minutes afte1 finishing"" ACTIQ llnit. 1..;o 

•The medi<in Lime to maximum plasma concentration <Tmi.x) across four dose~ or ACTIQ 
var ied lrom 20-40 minutes ~flc1 ;:i standaidizcd consumption time of 15 minutes .' 

• ACTIQ produced $i9nificanllv more pain relief (P<D.0001) compared wilh placebo ~t 
1 5. 30, 45, and 60 minuccs following adrninirn<i1ion in opioid tolerant cancer patients.'·' 

• longer 01 shorter consumption times than the recommended 15 minutes may produce 
less efficacy than rep01ted in dinial trials. c) 

• Patients should limit consumption to four or fewer units per day.' 

Important Wamlngs 

W-Indicated only for the managtment of bn:aklhrOugh caJ\Ccr ~n in patients wilh malignancies 
1..t\o 111e already receiving and who are cofer.lnl to opioid t~rapy for their underlying 
per5istent c11ncer (»in . 

- ACTIQis contJairv.lie<ited in th~ m1mag<?m4!nt of arut~ ot po~toperati...e pain, b~cau~ life· 
Un:atenin9 hypovemilation CO'..ild oc<ur at ~ny dose In patients not taking clYonic opiates. 

- Thi~ produ<t must not be used in opioid non1oleram patients. 
- lnstrua pati~nWcartgivtrs Iha! ACTlQ CM! ~ fatal to .; <hild. K~ep all !.$'\its from mlctto 

and discatd properly. 
- ~mo$\ r;ommon :ide effi:"~obr.rved were ,._,mnti!~nw. n~l.IK<i, ... omiting, ~nd dirlints,, 
f'!nie Ste boxed m:n1ng ~nd b~el >Ymmu1 of pr!!'laibjng lnfCYJNtlon on id)lcE<G 1>13t<. 
For moro inlonmtion pksise c~ll ~Ion Prvfesioml Sl!rvices ill I ~·S9tl-58SS. 
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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 - Targetlng Only to ANES & ONC Univ & Pain Phys. 

2002 Budget of $600K ($552.6 Jnl, $47.4 CMI fees [$32 CTS not in Media Budget]) 
Jan Feb Mar Apr 

I 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 I 7 7 7 6 8 6 7 3 
Avg. ExpslMDIMo. 0.72 0.76 0.66 0.76 0.92 I 0.76 0.92 0.16 I 0.92 0.76 0.92 0.76 

Jml Space Spend $552,455 $54,252 j $32,865 $56,974 $43,5881$54,252 $46,310 $54,252 $43,568 $56,974 $43,566 $54,252 $11 ,562 

CMI Est. Fees $47,400 I I 
Total '02 Investment $599,855 I 

Publications Spend # Jan l Feb Mar Apr I May Jun Jul Aug Sept Oct Nov Dec 
Ins 

I 
ON!;;!OLOGV S14B, 156 18 3 3 I 3 ;l 3 3 
Journal of Clinical $43.492 6 1 1 I 1 1 1 1 
Oncoloi:iv 
Oncology $56,644 6 i 1 \ 1 1 1 , 
Oncology News $46,022 6 1 1 I 1 1 1 1 
International 

I 
~t:IE§Il:ll;;SIOL,OGV ~ R ~ l l i I ~ i l i l ~ ~ 
Anesthesiology News $106,049 11 1 1 1 1 1 1 1 1 1 1 1 

Anesthesiology $97 ,794 11 1 1 1 1 I 1 1 1 1 1 1 1 

Anesthesia & Analgesia $56.426 11 1 1 1 1 I 1 1 1 1 1 1 1 
American Jnl $42,692 4 1 I 1 ' 1 
Anesthesioloav 

PAIN $97 136 22 1 1 1 1 I 1 l 1 l 1 1 1 l 
Journal of Pain $19,836 6 1 1 1 1 1 1 
Jml Pain & Symptom Mngt $66,412 12 1 1 1 1 I 1 1 1 1 1 1 , 1 
Pain Medicine $10,889 4 1 I 1 1 1 
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9. 2002 Cornrention Plan 
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i1'1J«g. 
1 ML 
2 'Ji'SS 

Jnl l hrmers 

2Mktg. -
lML~-
2 T-SS 

2 Mktg. 
!ML 
2 ris 
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10. 2002 Monthly Sales and Prescription Budget 
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5,?26,325 

$ 6 115,918 $ 8,238 236 $ 

.9.1, - . 9,327 -::-' 
$· -6 ~775;029 $ · B,"978, 280 $ 7 ,<1 87,628 

$ .7.057.322 $ 7~269.04t $ 7 ,487.113 
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