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I. EXEC1TTJVE SUMMARY 

2003 :l'erforma11cc Review 
Ccpbalou e)lpcricnced another ai1traofdbwily ~lb) yeu with ACTIQ in 2003. This 
acbievemeot can be annoutcd primarily tO fOcwed l..t integrated" markttiAg &Dd sales 
etforis. Key indicatorJ of the powing demaod ror AcnQ inc ludo: 

• 2003 projeeiecl Th of 304,354 (64-'~ llJV\¥1h over 2002) 
• 2003 i-ojcctcd sak$ of a t least S24Q.O MM (80% gro'Mtl over 2002) 
• ACTIQ qua:rtttly prescriber rouct has gJawrJ an average of 14% qu:irtCl-ovcr­

quaru:t fromQJ 2001 to Q22003 
o 45% ctoW1h smong lllesl.besioloeists/pbi ~i.alists prc.scnl>cr bl.so (key 

taredcd playsD.an qgmeot) &om MAT JuM 2002 (J493 prcsaibca) to 
MAT Jll~2003 (2166 pR1cn"bcn) 

• 3S% ~isl ptoduc;tivity 9a>001 imestb:siologistslpal11 speciaJJm fi"aal MAT 
hnc 2002 (39 T,Rx/prcscnl>cr) to MAT 1uoc 2003 (S31'Rx/precco1>et) 

• 66% erowch in mad:ct ~ &mOtl& ~ shart·acti:Qa opioids from MA:J' JWlC 
2002 to MAT June 2003 

o 2-A iDcnase lo TRJ[ IDllicrt share mnoog ~ Nion-ac\ing opioidi (both 
banded ind geocric) fioin MAT lune 1002 (3% TRx marb:i share) to 
MAT Ju»o 2003 (S% Tb 111~ mae) 

o AC11Q was the only bmided pure short-acting opioid to increase TRx 
masl:ct share over each of bese time periods. 

1004 CommcrcJal ObjcctiYtt 

&Std OD Ibo ruetw of the <UTml J*!motiaw p!Al!eiun, AC?TLQ will eoblinut; to be 
posiioncd u fq)tmyl in ~ \Ulique delivery system JlR>Yidini the most n1pid onset of 
IUlllgcsia of lll\Y J10n-luvasiw opioMi aYalb.blc. The; ClOt'RlllCldal objectiVtS for ACTIQ 
iDc.lude the folloMng: 

• Achieve bctory sales and TIU count tiugc~ 
• E~d the AClJQ presaiber bacc. ~inlly ·mnoDg the most productive 

physician scgxnems 
• JDCICast produdivity lllDllllg J4Igeted physician ecguu:ots 
• Develop ~ excc:ure •n efTc:c:tivo publication plan, which will gcncnle critic.al 

corumc:rc}al .infof111:1iion rapidly 
• Davo the din:ctlo.11 am dcvelopmonl of phase rv n:.~earch (produce data as 

r .ip.idl y u possible) 

2 

NR 

CONFIDENTIAL R 
PER STIPULATION AND PROTECTIVE ORDE 

CEP TPP 1 0048065 

TEVA_MDL_A_ 01159265 
Confidential 

P-03601 _ 00003



CONFIDENTIAL 

1004 Kty Mar~W.c lnues 
The h:y JJIMlcetiJlg issues facing ACTIQ in 2004 arc u followr. 

• Low l1Wlltent::S$ io the~ and treatmC!ll ofBTP 
• Low product awarQICSS alllOllg patic::ots ilnd prc.sc:n'bcn 
• Limited mmibcT ofcy opinion lcadc:a/advocate3 
• Limited clinical data and publications 
• Pote11tial bmded CODlpcliton in 2005 
• Physician fQI/co~ of~iog opioid.1 ("Opiopbobiaj 
• Cooibin.itlg of sa1ea forcer: potail:W lo.u of focus OD ACTIQ 
• Potcnt:W negative reaction to ocw compres.std powdu formulatioo 

2004 Marktfinc Stt1itegy 
The uvc:rall awb:tizigGbtlai;:y for 2004 wiU continue to build oo 1hc successful p!Atform 
developed ill provioua yean. whieh will bo IO J) 1alu aWal=c# of B11' am Acr1Q 
dlrougb :PR and marl:etfn& ddV'ell awarmcss initiatives ~ 2} dilfemitia• ACTIQ from 
jg c:ompctillm by Wucaling cliniciaau ~ tho '°'° ~ bcndib {Rpid oc:ct of 
~ii. porbbiliiy, c:mivcoicuoc and pstieot CODltOlkd admblistmtioJi) thrwgb 
!Argl:ted medic& ~ initiali.u. ldea.lly, this will drive pbyskius along tho 
procloDt adoption curve fiom. CWztmi:SS and tri.:I to ~ md adoption Spcciftc 
~ stra1Cgics hs\ie been deYeloped fort:ach uy ~ listed above. 

2004 TectiC1ll SwllUllary 
AcnQ marketing mtcgies will be ~ewtcd lhlougb a variety of~ initiatives that 
CCll'UeY AcnQ key mo:ssagc.s and diffen:Niato ACTIQ frQm its oo~tam b.l.Slcd on it$ 
priJ:iwy patient &enefib.. & ill 2003. the m1jority or t;)Cbc;I will foau Oil cducalioo aod 
awareness in 2004. b:iitiati~ foc:wcd on improving P.tmlW ofirrP and ACTJQ will 
be 11tiliud among both patient populations aod clilllciallf. Both promotiaiW altd 
colllinuing mcdic:ail education programs will be implaneuted in 2004 md a>ntinue to 
oomprisc \he: 1110.1.'t critical component of the tactical plan. 
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ll. SITUATIO~ ANALYSIS 

A. lOG3 REVIEW 

2Q(J3 M•rkr:tillg SIY•t~_Jlwiew 
The primary 2003 ACTIQ mulceting $1112~0' was to continuic d!Cfcm1ti111ing ACTlQ 
frOIU its compditors by bi&hliJ)iting the piinAry pn>~ bericfit. nipid OOSCI oC pain 
ztlief. This strategy basnot diangecl ovt:r tho la.st seTmJ ym1 and will apicl be the 
cei:itral focus ill 2004.. ScJs>9ortmJ siratcgica diredly ~ed each of\bc ~.ey marb:tint 
UNC$ identified for 200.J. 

1003 .Promotio11a1 Strate~ 

• Strmgthen the a.ssociatio11 of AC11Q and iU l:oy peticnl benefilJ tbroogl> 
improved awareness t!ld rotdic~ ccb:atioo 

• EdUcato key mgcfed physician IJlOdaltic:s •bout the Importance of usessing 
BTCP and tho bcm1itt of ~brig it wilb AcnQ 

• l!Ahanccd snc:dical QlCCUng ptc:scooc 1D raise awareocssllaclt of l>ra.nd.ing of 
ACTIQJCep!Woo wilbiJl the pa.in a>mmunity 

• h>activtty il)tionn all larget wdlentCI of the impcodillg trallsition to the 
COllJprused powder fonnulatiPo 

• Buildln:new rcls.tio.os.hips with KOLs ill pain DUiiagcmem and targeted physician 
SJl"ialtic:s Oirougll COllS\lltaiat meetings and advisory boolds. 

• If adequate c.tiD.ical svpport ptO\idc:d, dme lh:: direc1ion of phase JV research and 
pub.uc.tion e~ to be consis1alt with commercial needs 

• ProartiveJy position ACI1Q to defend its madcet share against potential 
eoo>petilion 

• Direct the most effective promotioml cffons to tho highest pottlltial t1rge~ 
physicians 

Overall. lhc marlcetina ~gies hnpkm=IA:d i11 2003 blvo pto\-qi cicceptiomiUy . 
effective, but Dl>t all o! the strltogies listecl above hllve bceo c:xca.cted.. foe example, 
plmc CV rcscarch bu yet to be fnltiatcd due to a lid of medical auppon for ACTIQ. rc 
well u a delay ii} sbU:£ie decision roaking .teprd"Lll8 hCl1Q anti potenti41 future pain 
Jlf'Oducts. llo.uethdus. Ac1ory SAies and totaJ prcscrlptioos uc projected to exceed initial 
2003 tu;cb. 

ObjccliYa fo' 20QJ i.nd.uthl tlle folfowinr; 
• Adueve foctoty sales and iota! ~lion (Th) count lugets 
• Increase the r1Ulllbtr of ACTlQ pl'UCtl1>crs, capcc;ially am~ the most productive 

physician spocialtles ~n4 k•Y ph~ s.:"'1!c:nt.J 
• lncrc:a.s¢ the productivity among targeted phY$ician specialties :md Jcdling 

segments 
o Move pn:.scribc.rs along tbc product adoption cllrvc (from c:b.bblu.9 to 

users) and increase the number of prcscril>crs i.n thc top frvc prescribing 
deciles 
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• C.Onlinue developing/renewing relationships wilh key opinion t~dcrs and 
influeocers 

• f$tab!.isb a pWi of action and begio implementation for positioning ACTIQ 
against future branded competition 

B. SALES AND PRESCRIPTION UPDATE 

Factory S"1t1 Since LllM11ch 
ACTIQ &cuicy 33les ~ modestly through tho first two yCMS following laUllcb in April 
1999. The product suffered lhi:ough two di111inct, ineffective and under-supponed 
launches (Abbott uboratorlu April 1999; A.Dest.a Corp. May 2000). Cephalon's ro­
launch of ACTIQ in Mazcb 2001 ceprcscntcd a crilical upgrade in the quaJity of .Wes 
fol'C<'S and nwlceting per!lO!ll\Cl, "' well as rcsourccs applied to both promotion Gild 
education. A1l immediate and direct correlation can be made with the Cephalon 2001 co­
launc!J of ACTlQ 'lad the a:udden ebange in the factory sales gtewth 1=!d cbscn-ed.. 

2603 A CT/Q Factory Sales 
ACTIQ factory sales continued to grow at an extraordi.ury pace in 2003 due to continued 
effective promotiond md edueational efforts. Achieving a projecled factory sales total 
of 1240.0 MM wil1 result in ecJipsia.g the budget of S227.0 MM which would rcpr~ent 
growth of7;l% ove.r Ilic sales ofS133.8 MM in 2002. 

$11(), 

$70. 

~. 

$50. 

$101 $40. 

530. 

$20. 

$10. 

ACTIQ factoty Sales by Quarter 

so.ol:d~Sillll.,. ... ~~ 

~<S><9-~Q>~~c>'($'~(16><S'<t~~~&l-dl'~~~~:~j; 

2003 A C'l1Q Factory Saks Yersus B11tl~et/F11reazsl 

ACTIQ facrcey sales are on target to re~h S240 MM in 2003 and eicceed budget by 6%. 
The cbaogeover lo the new comp~sscd powder formulation of ACTIQ occ::uneJ mid­
year. In an effort to T1lllllllge the tcnnsition, nil of the old fonnufation WM shipped out of 
the disttilnu.ion cemer (DON) in June causing the spilcc in June sales. 
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ACTIQ Factory Salas vs. Budget 

Sow Disrrllrvt.Jan Che:nnl!l J\.f"ur:. 
Yeai-·tcrdatc 2003 sales di.stribut.ion among.sf dem~ ~ls is sc:e.11 below. Becawc 
ACTIQ is idelllly utilized as = outpcltient pain medialtioo, it is r.o slllprise that retail 
(94%) and nuil O(dcr (l°h) dcrrumd me' dollais combine to ac<:OUJLt for~% of demand 
sales. 

AC17Q Totol Pr~t:riptwns Si1t1:t! Laun cir & Vr1:1u,t F'1rtCJrst 
Since launch. ACTIQ preseril>tions have realized ~ erowth. The total number 
of prescriptioos (TRx) written since prodoci .launch ill April 1999 exceeded lS0,000 
lhfough March 2003. 

for201>J, acbicmng the projected Iota! piescription count of304,480 will re.suit in falling 
sbon of the fort:C2St ofJ20,0'.32. despite growing 64V. over the total prescription count of 
185,461 in 2002. The reason for the shorcfall is 1hat a lowCJ cost µ:r prucription was 
used to calculate the forecast and thus, when the foreeast WM crcatul, a higher volume of 
lower cost prescriptions was needed to meet the sales expccl:ltion. Since the co~I per 
ixcscriptioo rose signitic:mtJy from 2002 to 2003, the rc:ality is that fi<Werprescriptions 
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arc oow needed to ocl:ievc the sales goal. Thi; signi6,a.ot 3cceltration in growth of 
prcscriptioos is due primarily to more focused promotiooal and educational etforu. 

ACTIQ Y•at on Year Prescription Growth 

ACTIQ Prasctlptlons vs. Forecast 

l/1tits 4.Jtd Utrits Per Pr~1cript/Qn 
To~I unit volume for ACTIQ has grown from •m avC1'11ge of722,599 units p~bed per 
month in 2002 to over I. I wllion units per month in the first part of 2003. lntreascs in 
the number of SJJ1311 prescriptio.16 for titration :and new patient starU, ts well llS ilereases 
in latger pteSCriptions for mainu:nance contributed 10 this increased total unit volume. 

Additionally, unitslJlx in the first half of 2003 have a\'c111gcd SS, hicha than tho average 
of .S4 units/Rx in 2002. This is e\idence that many physicians continue to become more 
comfortable with ACTIQ and have: moved toward the usage and adoption end of the 
product adoption c:wvc and have thus become more productive p1cscribers. 
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The growth in ~ DUIDber of both lsree :ind $111sU prescriptions akmg with the grow1h in 
un.iWRJt danonsQ'2tes that ACTJQ continues to upaud with new patients while: 
remaining a rn~i111cnancc lherapy for many cther.1 as physicians have: adopted it wto lhc;ir 
practice. 

Total Units & Unlts/RxAnatysls 

i~~ ttnrlli.illlH 
111111111111 

I- U""5 --UnllalRx I 
-..:NDCS.--0"-riia 

Pretcriprion <A11111 qStrcAKf}I 
For lbe limo period MAI June 2002, I.be 4-00mcg arid 800uic:g st.rcJlgth prcscriptio~ 
accowited for 32% and 21 % respectively aod c:omptisal the two largest petc:c:ntages of 
prescriplio0$ written across all stcCAglhs. Through the fimhalf of2003, !be 400mcg ll.l1d 
800mc:a strength piescripticn.s ·~ compriso the two largest ~cntages of 
pccscriptions at 28"n and 24% respectively. The 400m.ce .strength et 28% continues to 
account for more than double the prescriptions of the 200mcg stri:ngth at B%. The: 
evolutioo aw;Jy from Ibo 200rocg sll'ength cm be ~ly ottnlnmxf to improved 
c;ducation reganiing dosing and titrutioa and a muc.b broader prcs<ribing base. lhls 
transition, from dcp~ding so heavily oo the 200rocg strcng1h as lh.c: 31.arting poilll, "8S 

mother critical step in me evolution of ACTlQ. Fewer prescriptions at the 200mc:J 
&trength meant fewer patient failures/more: patient successes, greaccr physician 
satisfac1ion :md ultimately, greater and continued produet use. Again, 1l'lis transition i 
mother significant i.00.icatoc that awiy cwrcnt ACllQ prcscnDc:n have moved a.long tho 
product adoption CUl\IC lOwards usage and adoption. 
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ACTIO Quarterly TR• ~ Sttength 

25,ooo ~=;:--::::~~~~B~~~il 
20,000 .----200MCG--, 

ts.ooo m~~~~~ 400MCG 

10,000 ~ 

5,000 900UCG 

Sfl/Q by Strurith 

ACTIQ Rx Dbtrlbutlon by Strengths 
MAT June 2003 

1600mog 
1CW. 

600mq) 
16" 

2001111;9 
13% 

12001.1.C 

ltiOnMC 

'fbe1 l\OOmc:g (26%) aod lhD 1600rocg (!W.4} siTO~ account for tho m:ijority of total 
faetoty sales for the liJnc period MAT April 2003. The 800m~g stter1i'b rcprcsent.c I.be 
avenge ~trericth prescribed and accounts for the hiah~• pcrocn1.11£c (26•") of lho total 
units, thus driving up its proportion ol wcs. lbe 1600mcg only ccprcscnlS l 5'~ of~ 
~ls pu:scribtd. lloweYCI' it is the hicl*t pric.ccl sueogth "° .lt repccscnu a high 
proportion of sales. 
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ACTIQ Factory Sales by Strungth 
MAT Jooe2002 vs. MAT June 2003 

ACTIQ Units Olstr1butlon by Strength 
MAT Jurte 03 

600iq 
15% . 

C. PRESCRIBER BASE ANALYSIS 

Totill and QuaTfuly hescribcr Count 
lhe total ACTIQ prescriber count for MAT Ju.oe 2003 was 9,749. Plin specialists have 
beCll the focus of key promotion.al ~nd educational maiketiog and sales initiatives 
througlrout 2003 and continue to comprise the largest single specialty segment of the 
ACTIQ prescribing baS!! al 22·~ for MAT June 2003. The segment labeled "Other" is 
comprised ofmaoy varied specialties writing small amounts of ACI'1Q. 
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ACTlQ Percentage of Ptescribers by Spoc.l:ltty 
· MAT Jun• 2003 
(Total pr•Krit>HS::: , ,Ut) 

Psych 
2% 

24% oncology 
13-% 

IM 
16"..4 

lbe ACI1Q prcscnliet COtllll lus growo an average of 14% quancr-ovcr-quaner Cross;> Q3 
2001 to Q2 2003. This continued ~ ia ~ aumbcr o( ACTJQ p""'1bas 
demonttnt.es the continued e.ffectivcneu of education and awareness pzogrmna along 
wilh nles force efforts in 2003. 

Ac:tiq Quarterly Prnerlb•r Count 
(Q3 2001 - Q2 2003) 

Examination of prescriber count by specialty over this $1mc time period shows tm most 
gro"{lh continues among pa.in speclalists. 
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Actiq Quarterly Prescribd' Count by Spctclalty 
(Q3 2001- Q2 2003) 
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' Tl#llJI l'rocripticu ull l'nHhtdJ'llO "7 .npkflllf Spedo #y 
Paiupcrialim wrote lbe majority of pcacripbcms at \13,810Tllx i>r MAT June 2003, 
which 'MIS a growth of 9.S-A ave: the previous pariod. Coavc::rsdy, mcologilts w,rotc 
only 7,471 U>llll pmcdptiom, which rqireaentcd just 4% or all pn::.scziptions, IA tddltioc,. 
cmcolocr presuiptjons ~just 11 % while olkf key 1PCCb)tic:s bad p1escriptioo pwth 
afSJ% « bigbe: over the previous time period. This em1 50IDC'Whal be Lrtri~ted to the 
tut c»c <ApbaJoo bu, iD 2dditioo tD foaWDg Oll oncolo!)', fbcalUd martcliog :aod 
cdJinJ efforts 00 pa.in ~ialim and f¥>IO Jlu1kd in lhc USC or opioid$ t>!UIC1l°biJI: 
sqmczls oJ\cn much more .JCCCptivc: 11> AC'nQ l1lC.'ISll~. lliltodcally, oocologiN 
Jiavo bou less recqitive to ACI'TQ incss:i.gjng as ~ IJWl.lgCmCtll is lhc:ir' prirnaiy 
focus. 

Pw~ ot Praa1p..,H 
ltySp9dally 

M4TJ1m•2Ml 

Proil11cliriry ~y Ph1sidan Spuiolry 

hl'C'Oft•~ ., ,....,rlptlons 
I>)' Specbltt 

llAT Ju,.. 400> 

An increase in total prescriptions was seen in ;ill pbysicmo ~c:cfallies from MAT JUDC 
2002 to MAT J'.J.JX 2003. Pain specialists continue 10 be the stronge~t odvoc:ites 3nd the 
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mosi productive: segment of our ptt$Cll"bilig base (Sl iRx/prcscribet). Despite the fact 
that the total prescriptions from the oncology scglllClll did inro:asc from MAT June 2002 
to MAT June 2003 by l l %, thi.s wu \be smallest intrcasc among all specialties :ind they 
~ our least producti"l'c sc:gxnc:nt, contnbutinf only Ci TRxlprt.s1:nber over cuch of !he 
ti.incpaiod:s evaluated (no increase from MAT June2002 to MAT JUl!4 2003). 

Funbc:r analysis of lbe Anea/Pain irgment, Ille most productive PJCSm"'bing segment 
follows.. 

A target audience anal_yU, wm bo prc.mncd later, however, it is intuc....nng 1o note tJut 
e1Teclivc ph}'!icion blgeting coulinue.s to be cntleal IO our succ.css wilb AcrtQ. l1\e 
!~ targeting directive implClnCDtl:d UpoA lhe Cepbalon rc- lalltldl in 2001 ~· 
mai111Aincd ie 2002 and only slT&hdY modified in 2003. ~IC3 and tn11tketing lilf&cts 
include oncologists, ptin specialists aaid sdected other pbysiei~ stilled in tile use of 
opioids. 

13 

NR 

PER STIPULATION AND PROTECTIVE ORDER CEP TPP 10048076 

Confidential 
TEVA_MDL_A_01159276 

P-03601 _ 00014



j 

. , 

( 
....... ~ 

·~~ 

) 

CONFIDENTIAL 

D. USA Gt BY DISEASE AREA 

Li111itation ofRuourtts 
The c:um:nt data SOlll'Ce utilized at Cephalon for disease us•ge inf~on is captured in 
the Physician Drug and Diagnosis Audit (l'DDA) from Scott ~Yin. This a-.dlt don oot 
luthlde ancsth~iologisu, wblcla reprcseQt tbc lngrn and most productive ~rat 
of tbi ACTIQ prescriber base. Scon Levin does include oncologists 3nd neutologists 
in the PDDA audit, however, the data an: limited ~use of ACTIQ's small prescription 
base. As a gcnen.l rulc when analyzing PDDA data, anything below 100.000 uses should 
be viewed only directionally. 

PDDA n;portcd apprnixrU!lety 60,000 totAl projc:ctcd u~ of ACTIQ dwin: MAT Maich 
2003, with ovci: three-quarters of th11 llSeS in ~in and malignaJlCies • • Based on the 
limitations of FDDA for ACTIQ, nus data soutee may not adequal.ely report a realistic 
r~tion of disease specific usage of AcnQ • 

Usagt_ Stutly 
Because of the limitations of PDDA, prUnaJ)' research was coroneted to deter.mine actual 
11St1ge of ACTIQ. During August and September 2002, IMS Healb toe~ 82 
physicians to rq>oct on rbeir m.ost secen.1 1-1-0 patients who were treated with AcnQ in 
the previous 90 days. The phyi:icinns WC1C iiom varioll.l specialti~ 07''_- were 
aDC$thesiologisb/pain m111111gement; 22.% physical medicine and idiab; 21% primtl.r)' 
Clllc; 20'"/e otbcc) and we~ a rcp~cobttrc samplo of deciles 3· LO of ()\I{" total prescribing 
base. ~ table below for the bre3kdown 
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The ~sullS incorporated 616 patic:ntS in the finoal s:a111pk. The dlta were projected to 
Dational levels by uriDg a proprietary tMS projcctioa mctbodoloCY lillt o.wrics the 
universe of ACilQ prcscriben (Xponenl® data provided by Cephalon) wirh tho 
physician and patim t-Jcvcl data provided by pbysil:bas (lbe AC11Q survey book.kt). 
TI.e projection cdimates the proportion of AC11Q parlcnts tlu1 :are being treated for e11eh 
undetlying condition ovcnsll. 

8ascd on pbysieiin rq>O?tiilg. 54% of Ille pitie.olS were prescn1>cd AcnQ for ctironic 
baclc 1>1ia. This suggcst3 !bat once pbysiciians uodmtand the procluct, they coatiiwo to 
awly ACTlQ to a btoadei- group ofp.ia peticuls.. Tho ACT1Q busiocss &tn!le/!:Y Lum bas 
~ lo discuu ncsotiation effom wilb FDA to cxpaJ>d the indication lo allow for 
appropriate promotion to physic:iam utilimg ACitQ in tlw:se areu. 

c 40% 
~ 
:. 20% 

0% 

Olstrlbution of condlllons Treated with ACTJQ 
(Proiected) 

#'////ii' 
. ~ / 

IS 
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E. TARGET AUDJ.ENO: AN'ALYSlS 

TafKtl AMtlieni:tt 
The AcnQ targ~ alldiczice iadude.s onco1o&isis. pain spcciatisi. aod 1elcc:tcd ph)'3ici;w 
stilled in 1hc use of op;oik Succ:csS with l.CTIQ to dm has be.en achieved th:ou&h l) 
foaucd piomotiona.1 ud selling dforu dodiC4ted .tn.d targe1ed to physicans wbo aro 
highly .skfDed in lhe uae of O:Pioids aad 2) die creation of a solid, cocc group of 
piescribcn.. As obmved iii 2003, catinucd succus will bo diend through the 
l!Wnlctl~ and cxpansjoo of'tlais CORI IJOU.P ofpresajbcn. ibctefOfO, it is crilic.11 for 
mmkcting md sales to ide{Jtify tbe prcscribcrs that bavo th11 grcare.st polcntial to faU 
within this cote ~ of'physieians. 

'Jbc folio~ table shows lbc targets based on tk expected 2004 sale$ force stJuctun: 
.snd their oapmcity for re2Cb with d~ fiequency. Genor.aJ rutgcry, pediatricians and 
dentislS ani excluded ~11 to lbe C(mlnllMfiealions for ACTIQ. 
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The chart below illustralt$ the ACTlQ targets based 011 long and sbon actio2 opioid$ 
accordiog to the criteria described above. 

• 
• 
I 

1 

• 
~ 

• 
• 
l 

• 
• 

ACTJQ Targets Based on 275 Salos Represontallves 
13,094 Prescriben 

.. • • ,. I • • • l 

I Targets I 
I I 

I • 

! Non-Targets I-
I I 

I l 
The rugets for 275 ~tivcs break down intt:> the following specialty segments: 

.... 
AnNIPain 3.084 
One 1669 
PCP S,129 _ 

Psveto 169 _ 
01her 1,537 
Total 13 0.9' 

Matl~llng Ottlgnokd Taivtts 
by5p9elally 

13,094 Pl\yslciaoa 
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ACTIQ Targets Based on 450 Sales Representatives 
28,201 Prescribe~ 

.. :t • • ' • • ,. 2. 

I Targets I 

• • 

I Non-Targets ~ 
. 

f'·~ · ...... < ............... _ .. :~:~ . 
~-ir.~:!:-.r·~~: ·; .. ~; ~ ... ~.: :.·~:...,·: 
:: '°:\1~~·.-.::-- ·:-::!!.")__: I 

AltfflP'lill -4.0t!I 

MattreUng De.slgnatlld Targrts 
bySprcl .. y 

tt,201 Pb)sicflWJ 

One 2,M1 

PCP l4,516 
Neu.:o 884 
P1ydt 266 
oei.- 3.675 

PS¥cll Other Al>efJ 

1% w~ Palo 

NMllO 

~ < 15'-3,. One: 

"11% 
Total 26 201 PCP 

56-X 

T•ri~ Market Pe11t:1r«1lo1' 
Cum:ntly, we have very !Qw pcnd.Jlltioa of the 26,201 marbling designated sales waets. 
Only 4).77 physici~ (16,~) of the 26,201 i.tgcts hove pu:.:1cn"bcd ACTJQ tJ> cbre in 
2003. Of lhc 4,019 pain speciaJins amoni these 26.201 tat«ets, l ,6S3 (41Y,) h.aV¢ 
prescribed ACilQ to date in 2003. T!Ut modecutc penentioJl of :i key physiciw 
segment represcn!s a trc:men<bis oppanunity for Cflfltinucd growth. 
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Total Targets 
ACTIQ 

ACTIQ Prescnbtrs as a 
S~tyGroup Prrscriber Count Pr .. cn"bera %ofT~ 

Anes/P;Nn 4.019 l.6S3 41'JI. 
One 2.841 447 lti~ 
pep 14,516 1,257 9% 
Nauro 884 287 32% 
...... dt 2.66 89 33% 
othN" 3,675 544 15% 
Total 26201 .I. " 'I ''" 

MarkdS~titllltlon Ntt:d11 
Based on feedback ~ physicians at advisory panel meetings and c:onmiltant meet.iig.s 
hettl ill 2003, it appears lllat there is .a need to perfonn some an.alym to furthes segment 
physicians. Ph)'siWns cited use of ACI1Q in a multitude: of psiil types during these 
meetings .and encouraged CophaJc>n to pursue ~ tn "1ese areas. Tiiesc opinions 
came from physicians across a variety or speciaJtie.s, however, it was obvious th.al certain 
physicians treat pain. differently thm othen:; there are different philosophjes in treating 
certaill types of pain. In otda to better und.e.rstand ooc market, it will be critical to 
petfonn an analysis of ~c segnu::nu of ~e AcnQ target univen;o to detennine 
which physicians arc potentially se~itive to panicuJ;ic AcnQ messages. This \\ill help 
us focus ce!Uin 2004 macketixlg specific tactics toward lhe com:ct marlcet .segmenL lhh 
rouket segmentation analysis will be cooduetcd in the second half of 2003. 

~ll'iit·Cliu Spt!dalist Call At:rivity 
Pain Caro Specialists a\lcmgcd 4.5 calls/cby for July 2002 through lune 2003, up from 
4.3 c:ills/day &oin the 2003 Marlcet:ing Plan. This rqnescota approxiiuately 92,000 target 
physician illtc:nictions among 10,099 phy&icians. This slight inctoasc in can fi:cquency is 
ruosf lilcely due to the gcographicaJ size reduction of some of the PCS Sllles fl:rritories 
from du: Cl(pa.o.sion fi'om 60 to 79 PCS sales reprcsentalives. Combining and expandillg 
the PCS and CNS sales forces will shrink sales tenitorics dnu:natically, expand ouc direct 
prOD'llltioml reacli and, hopefully provide fot i»eT=d frequency with key designated 
rargea. Because ACllQ is a time intensive sale, frequency caonot be sacrificed fOt" 
cxp&11clcd. ttach. 

ACTlf2 Pf(zcriber Decilt Analym 
Analysis of lhc top five ACTIQ prescribing deciles MAT April 2002 vers11s MAT April 
2003 highlights two key findings. 
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Pll)'&k:iH 
Count In 

Spuiafty T cp 5 
Gro 0.c:ilq 

"")'4klan 
count'" 

TC>j»5 
O.cllu 

.... 

flitsr. ttie mzmbcr o( ~ wi1hiA Im top five prescribiJle deciles hat lnc.rused #"Ao 
liom MAT JUDO 2002 (208 prtscriben) to MAT 1uiM 2003 (300 prescnllcn). CoJltiwed 
pvW1h io the l1\Ullbcr of ?bY~ pn:a:nOi.lig. halr of all ACTIQ ~ is 
im:polWit boeamo it~ die DUl'Dbcr or p~ on 'NbotJl we rely. 

The xc:ood ~ f.udiug ls the conlimled dominaiice of pain spccialislS 1111«1g the top 
!.COQ po:aa:ibcu. Pam ~ comi>rised Q% of the: prescriben (127 of 201) 
~ the top fiw deciles avr:c 1he 1imo period MAT Jure 2002 and incteaJCd to 65% 
(191 or300) over 11'o time period MAT Jurm 2003. 

J.lso inlerc:Stilii. Al~ .oot lhowo, is lbe net that the: runbcr or dccilo I ;mcS 2 
pb,ysicians fc>c MAT June ~002 WIS S,J4S and incrcucd 64% to 8,447 foe MAT Junc 
2003. So, in -.ddition U> 1be sigmfitul pwth (44%) af00113 wen and adopttn (i.~. 
physicians iu 1he top five dcdl11s). then wu IUo tr~ 8JQwih (64%) uiona 
pbysioilns in ~ fast Qa~ of chc adopt;oo cwvo c~ liDd trlal). 

ACTI Q Prescriber Decile- Product Adolrtk>n Curve A1 

Prncll>cr PrHcib« 
Count Count 

Pcoduct MAT MAT 
Adopllon Curve .Mie Jutte 

!lt80CI 2002 2oo.> GrowUI 

··· ~~ .. ·. ·. .=~-.,_!: ': : 
. ,~ .. tol . 7f tit SS'i .. . ... 

:,~'.,~;\· 
. .. , . 

m m .i1% . . ' 
. ··. Trial&' .. 
' AWVCl\tSS : 

~1eS14l . S.716• iUll 6:t'l' 
. TOTAL' 5,040 t.7~ It% 
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F. PROI>t.:CT AWARENESS AND P.!RCEYrION 

Muht l'C$C&lCh is Cllm:Sltly wderway wbic.b when complettd will allow the ACTlQ 
tn.3fkdinf 1Cam to bcua UDdcntaDd the pcreoptioA a.nd curteot avnn:ness of ACTIQ. 
This rescareh will bo compktcd in late Q3 2003. 

A~ml>1n,•unt ~ 
ACTIQ ~aflr ~ to OJ1Cra!C \mdet" ~ radu 3Ct'CQ of rooat ll\.lll&ged OfC 

orgnlutions, thoogb tfica'o laas bce:a .tn inueato iD tho bop!CD:ntatioll or ros1rielivc 
~ iii an aUmipl lo limit acoes.s. Dupite rllla iDcmSt,, the mejority of 
prcscripdom GOl)lUue to b6 rc:Unburlled for maligJWll as -well as 1X»malignant pa#l 
paticn11.. The rOIUlllWy St;aJUS or ACnQ is not a cntical fKR in clde:mioins tbc 
S\ICCCSS of tbo vroduet ill tbe na.uht. TlMt critics! Dllldca is IM teimburseultDt JWUS of 
ACTIQ. Tho.p ACTIQ cOlll.imaa IO oc.c:upy a positive fornmlaiy Jiosition with g:vm) 
JN1mged caic orpai:ilnions, the majority of pWis clurity tho produet u a noo-formulary 
rdnlbiltud 4n>g. Thu .ta~s is often rc:scrvcd for low voblmc 31>Ccia1ty ~llcU or tbc>ft 
bmldcd ~ "that bn-11 • cost c.lis:advantagc cN11r lxk or dl1fat:ntiation. In these 
pbm ~ bu geacnlly boea a llmiud dfOl1 to icstricl aca:ss througil prior 
autlloriz:itbl.. 

Stale Medicaid prozwm ba~ ~y been subject to cute budgetary pt"CUUJU aAd 
have tbc«foce bCCll movio: IOwvd prtfcin:d dlug lisU, prior aulliotmtiou md 
supp&emenlal rebate~ ACTIQ has beat put undo!% prioTllllltborWtioll in sevcrul 
s.bltt:s O\U the couoe of the Wt ~I months with anticipuiioo that thll trend will 
eontimic. CUm:ntty, 13 sWt.s have ACTIQ uodc:t a prlor tutborlzrdon with limited 
suc.cess in dcnyiDg KCCS$ '°the product. 

In u minority of plus whc;t; ACTIQ .fDDtlUly held a positive reimbursement or 
fOTU\u,lDry posiliou, prior !l'lltboriu~ or otbc:r c~dve /1lC2SUres have beeJl pu:l in 
plae1:1 iu an attempt to control milit.t11ion. The priur au!Jlorii.ation often ~ comprised of 
one or mora of lbc following: 

• Approved wilhia inrliation 311d t~g .suppor1ing cllllical daia for uses 
outside of BTCP 

• One or 1\1/o documented f'orOlulary agents used first 
• QUanfjty Umits 

lo SJ!il.t of tbe impknlentation of prior authorintion withill specifi' plaOJ, widi a few 
notable C'llceptions (i.e. BS CA, Rc£tQCC). AcnQ c:onriliucs to perl"o1111 in line wilh the 
over~!~ piuty :narkt:L To pcovidc a1' overall rrwflct JICT,spectivc. :a no1plc cvaIU.Jiion 
p::rfonncd by Vc:Osp:i.o over the \Um period of April ), 1003 to June 30, 2003 tr.ickr:d a 
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Iota! of 1,619 ACTtQ prescriptions. The resules sho~ that 92.3% of the prescriptions 
were approved, while only 5•~ were rejected. 

Percent of Claims Approved.1Rejected1Rever5ed 
(4/01/03-6130/03) &,490 ACTtQ TRx 

S..-: Vtt!Jpa• 

A.dditiona.lly, further investigation by Verispm dcmonttrawl ~t 90% of all eopayll 
assoeiatod with ACIIQ prosaiptio~ aro for lC$$ than ~.00. 

• OPC diatribullo11 Is basd oft paid claims lor focus d•ua Acllq ror scrtpls "ltll a d•:r• 
supply equal \'O lhe mode (30 daya) 

HPlt: Tho av•••!I• OUI Of pocht cost P•• d•T Is $1.23 
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.Aetiq Rdmb11ncmvit HotliM 
!be following data rqir=1t da1a ;and ln:rlds obl2ined 1.hrough the A.CT1Q 
Rcimbwsei:ncnt HotlillG activity July 01, 2002 through June 2003, 

R&lmbursement Hotline Activity 

As ACTJQ cood.nuei its iremmdo\1$ growtb and physlcfaoi tfOW comfoctable ntill7lng 
ACT1Q f11 a ftricty of paden1&, it ii lllJticipai.ed :iod e~1cd lha1 MCO teimbumment 
'5sucs will inctcuc propolti~o.a.Uy. Currently, there .-o 1cvcnl plan.s that have •ll.c:mvtod 
to put restrictions i11 place- with limited SUCQCISS. Thoup clicse rl.'111.' ore few ia number 
they 11'9 large in scope (i.e. Vnite4) and it will ~mo incrcuioaJy impolWll 10 limi the 
ncptivc ~io11 dist a few .rcimbutsemcnt issiicsm3)' «W~ lo ch: 9hysiei11n'smind 
ln ciclditioc, it w11J abo be imporunt to eon!Uiue to monitor the impl~mQ11atioti of 
~not ill !he m~ ~ mn.Jcet c~i that lhis JS a mcrabe:r cOJt sbluioi 
bctic lhal hu lbc potential to lmpact sales. Cumiitly, t.btn: .,, <inly a few phm lhol 
hJve implemented tltis tactic. F'imlly, u the nurnbc:r of rcimblncmc11t iSS11cs cxp•nc"' it 
balomu inc:c&SingJy imporunt to >ddrcss the lai:ll; of pc!I rcvi~·c:J pubhtatlOI'\$, 
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cootinuo 10 UM::stigatc the p~ie opportullity ~ ACilQ and produce 
CMDiged cue mati:ria1s to clb:»ealJy eddlus IM laclc of undemanding mnmd 
brc:aktluough piill and ACTIQ with sdect, n:striclivc organintions. 

lL MEDICAL EDUCATION AND PROMOTION JU:St>ONSE 

Cl>JttiJollnl Mel/cal U11um.11 
CME plzyed a YitaJ role bl 1l)e C<hl~ e>f pbysiciau, nur= and phanniici.slt ill 2003 
iega.rdillg BTP. 'Tblt major OtB initiatives io 2003 biG!llded a o.m oo-de.n11nd 
WeeonfCrenca. JoC&.l and tqiooal CME symposia (CEP l.«Juru), a tr).me.stcrly 
llflWsfcttn entitled Emerglttg SoluJlonr r. Pain, a rcpositol)' wcbsilc by lbe llJDO lW!le 
&ii~11tjqnsllaPll4'.etHn 11?1d tho ~ip of tho lift~ paiia categoly on 
paltt.cc1'4, Ibo lllOst popular paia wcbt.ille on lho luli:toet. Additional CMB jnitiativc& 
iDcludcd. CME ipsc:r1 in Neurolo&Y Review, I CMB Welt in P.ain ~News aod 
an opioid dosing mo11ograph. 

The local and felional CME Symposill n:prCSClttd the ~ crron lD 200l and 
allowed for the scientific cxchan~ or cX!r:llSivc informilioia on dlap.osis and 
managelDCllt or Yatiow p.iia st:t.tcs.usin& a fiGJd ckivcn JY*al to control lotiatics. Sales 
~ 'WCR allowed $iplfi:ant mvolvCIJlCDI in the logisOcal upca5 O( lbe 
~ a:od ~ a.fB programs. The WtiaJ aoaJ £« &he .sab r0tte was 1'11 c:ac:IJ PCS 
1qac:seitC1tiw co l:S&ist in the sc.hedllling of appoximatdy (our 1oc:al proimru far 1 totd 
316. Tbc Medical Limoli Muaaacrs also bad lbo 1\>Uity 1o let up CME proumm 01a a 
rqjooal le\e.I fOf lheit rc:spccti~e icmcorics, aod were cxpeacd to do a lean om 
proa:nm ex:fl for • loa1 of 13. Tbc 10tll DllDlbc:r of IJOOllDlS C!lCCUICd may fall shy of 
oPgi.naJ c:J!PCdLlions based 011 the ~:S&lc:s force changes. 

1ba n--1 JK<Mlottie:r, .R"'rgbsf So1Mtiorl3 hi P(lt/n, C\UJd)' llu a circullltion of ovi:r 
l I ,000 dllliciaDs (8,000+ pby.Dcims ll1d 2ooo+ nane:). 1bc newslcllcr oDows for 
colJIJ!llb;ation of Wonmtioa oo di.agumis ud mmageiDQt of ~ pain typef, 
iodudi:ag BTa> In tNo ci5'ind media: writt.cD and CO.ROM.. The: accomp.myint; 
wcbsiio aives u a iqiository for all o.IB progriUnS cre4ted. 

holfllotionat Mdkc/.&fur:lllioff Prugrr1rns 
Sale>cki\'C;ll MDdieal Educ:atic,Jn ProgrAlllS (MEPs) aic also a critical COlll]>OJICSJt of the 
cduc~ricrnal cfTO'IU (or /CTlQ. Jn 2003, over 800 nlcs-drivcn MEP.r will be eitecutcd 
with ~= d1M1 l500 cliciciao.s expo.led to ACTIQ promotiorul meSM1gine. 

AdratltillfC4Jlfptl/pt 
Tbe COntcpl Cllnendy in U$IC ror .ACTIQ is Ille "'llelf' concept md was developed ady in 
2001. This C(lnCll:J)l lw been ulilitcd i11 all branded promotional and advanising 
materials smcc. ~tbt ic.scareh in 2002 .showed thJt !he c:oocep1 wu .still sucxeuful, 
bowevar, with come minor dl.'!llges it would be even f\lO~ cff'edh-c. Kccpmg the "'beU­
cooccpt bu allowed for COClSi.st=cy 1n die branding of ICTIQ, wllile millOC Mijultmen&.s 
have olide it t'n:ll OIO!c efTr:ctivc:. ~ mioor t4jusunmu indvded .dding lhc hudJinc 
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''When Onsi:t MatlttS .. .ACTlQ On ~11 .. and the taglinc '"When ONd Matxn", 
ahhou&h balance is ~uirtd wbcn malciag tlz$o swcinents. The most CUlTCOl jOllltlll.l 
advatisemcnts can be vi.ewcd a.s Appendix 1. 

lo July 2003, a Calnpaign Tracldni Stixty (CTS) was i.oi~ted 'ftith ACNicfscnHCI to 
evalualr: !he CODCqJt's overall cffccti\'CllOSIS. More ~caUy, the study will measure 
physi~· ability to rocogxdz:c aod m:all tho advcrtiscix,tellt as well &S the believability, 
rdcvaoce md ~ of spccifJC m.CSS1ge& within tho adv~ Sisnilar 
frulhaelc will also be ~ utilizing a detail p;eco. Plrticlpating pbysicians will to.tal 
150, meluding SO oncologist.• a.od 100 pain/' ancsil1esfologi$1$. lte.sWti will be available in 
Q4 2003 llDCI witJ ~\1$Cd to modify th8 campaign if needed: 

L MARJCKTDYNAMlCS 

()ploU llf arkd 
The prc!Cription opioid in.uht can be divided iDro two major categories: 

• Short-acting cpioids 
• Long-acting opioids 

Sltort-.4dilfg OpiolC 
The 1bon-actiJig opioid ma!Xet tan be further subdivided into two distinc:I categories: 

• ShOtW.cting pute opioids 
• Combioation pIQdlict (e.g., opioid plus NSAID) 

Cum:ndy, sbofi.llCti:Dg opioid$ (bollt pare opioids aod C'OOlbi.fl;ltion prodaic:ts) am 
~ w-c.cl to tn:at cpioid ui"\le palicntJ sWfcrlAe fivm aciM pain aod m:urml1 or 
cpitodic pUa. as ~ u opioid lolum:lt ~ticncs suffering fi'om br~ pWi. 
Awie .,.u ls looccly de&ed as~ ofnlativcly sbort dtlf&tion elicited by itjmy or 
body tissue l'lOd activatioii o! r.ocicepton (e.g., iajwy, ~). Rtcuntllt or epbodlc 
pafa ref en '° in1Clllittent ~~ of p:aio, with episodes lasting ror a rc:la.!Ndy short 
duration but occwring ad'OllS en oACec>ded period of tia~ (•.g., roiuaioo bcadacMs, ac:kle 
(dt crim); there.is not 11 pcBistcut·b~ouad p.U. compooc.ot. 8niilcll1rc111g• pm is 
defined ac a b'aolito<y Rare of pain 1b11 octu1• 110 a~ of othctWi= it*>lc:, 
persistent peiin in patients iueiving chronic opioi4 therapy. 

Omcn1ly avu1able short-acting opioids provide onset of anaJgesia over • nnte or 30-60 
minutes wln'lc Che chlr:ltian of actiuo nin~ fmm 4-6 hauls. As !ht mmr: implil:s, ~ 
proctocu ba¥C • "~«· cluntion of effect than ~&er actina Q£cab. The pervasive 
mispuccplioo aanoug paiii pbysiailllS i~ llut tho oruic1 of a®zelia th:tl thq provide is 
more t'llpid Cb:IJI ord bia-•c:cing opioids. This inispcn::cption is patently 1111r.ruo. Tbti 
onset O( anaJgcQa Of shoft.actillJ liCDls (approJti1Mtely 30-60 snisJutcS) is practially 
idmhcal to oral long-acting opioid ~ts. A study pwlished in lhe 1at1rnol of l'oin 
01t4 ~ptoM Monagemall in October 1999 cnulled "Can • Co1VOllcd-Rclc:lS4 Oral 
Dose 'Fonn of Oxycodonc Be Used u Readily as Al'I lmm.ediate-Rdc:ise form »r the 
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Purpose of Titrating lo Stable Pain Control?" demonstrated lhat the mediu time lo onset 
of pain relid' wu 46 mfuules for JOmg of iinme&.te-release o:tycodooe aod 41 mimstts 
for 30mg of controllod-rclcasc: oxycodonc. This data helps t.o prove that the CWTently 
available onl sbon-actiag opioid$ Jo not ofTa- any clear adv;ualagc ove1 ota1 lontacting 
agents with respect lo oosc:t of malgesia. FUl1ba'more, ihc term "immcdlatc--rclea.se" is 
oftco co.o.sidCJed a misno!JlCl'. hnmediatern:leOiSC refers to the fact that these ~ do 
not provide a '°1!trollcd-rclease of medication over m extended period of time, u do the 
long-actllig opioids. A chart of the shon.acting pun: opioids is included as ApPCndix 2. 

Long-.4ctillz 'Oplltfds 
Long.acting opjoids are most commonly prCICribed to treat the pemnent pain COflllO'JCnt 
of chJocic pain in patic#:S who a.n: considered opioid tolerant. Chronic pain is loosely 
defined as pain that persists for a specified time that is arbitrarily dctennioed (o.g.. J 
mon1hs or 6 ID<llllhs). or beyond the c:xpeeted period of healing. The dllntioo of 
analgeaia mngcs from g.. 72 boUJS, while onset of •aalgesia ranges from 4S mimltcs to 12 
hour£- 1llc coavcnience afforded by tho c!llT.ltion of analgcii& i.s the key bco..tit of lon~ 
acting opioid pcodw:t:s. The onset of anal~a i.\ nol a diJfc.rcntiati.llg factor for long" 
acting opioids. A chan of the long-actiAg opioids is included as Appendix 2. 

EPoll'ing Pofn Gu i4diMS 
Opioid use i.~ currently cla.uified by potency by the WHO (World Hcaltb Organimtioo) 
Turco-Stop Ana4;esic Ladder. .!be WHO laddex sysum of pain JIW)agm1ent is 
segmented by the dcyoe of pain: mild to modcnle, modcro.~ to severe, and SllW:re.. The 
ladder mu.chcs eac.b level of pain lo the potcnq of racd:ic:atiow with more potent 
medications at each step. Adjuvmt medications are also iµcorpocated inio lhc WHO 
ladder. 

Most key opinion tcaclcrs view the 'WHO Thrc.c--Stcp .Analgesic Ladder as somcwllat 
outdated. Fo1 c.'cnmple, mtjor fl:lws of the WHO larlder i'nclode the absence of the 
concept of BTP :md ~ secommcndation of combination product use fur modcia1c to 
severe pain. The American Pain Society (APS), the WHO md other pain organizations 
will be publishing various pain tn:atmcnt gtajdclines in 2003. TrcallncDJ guiclc:~s for 
some c:hronic pain syndromes were completed Ulll published in 2002 including, 
oslcoarthriti.s (OA), rhearoatoid arthritis (RA) and siclcJe cell u1em.ia. 

Overall. riowty revised/developed guidelines should offer a vut improveme.ot over the 
atcbaic WHO ladda- and should be an important step in illCrt'4Sing awareness of the 
proper •&SCSSment and ll'Catment ofBTl> and ~use of opioid,; in pain states su:h as OA. 
RA me! others. As these newer, more aggressive guidolines arc adolptcd, BTP bec;o111cs 
rnore widely acccp1.:d as a cl.iniCJ1I entity in occ:J of frcabnmt, and the characteristics of 
BTI.> m: benet undcrsto<>d, we will h.3ve lhe oppoctu.ruty to posiiion ACTIQ as the ide11I 
tre.:ltment in the management ofBTP. 
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J, COMPE'TffiON 

C111r1µtifive C01JJP"fffa 
The majoc companies ill die pain matkd plou euntDtly nwketil'ls pm mcdic&tions (i.e., 
not de\'ices) inc!llde Purdue Plwma, Jans:scn. Al>bolt Labora.!Dtict. JlJ.m, Lipnd. &do 
and Cephalon, wj~ Pllrdm Pha.nna and JlllS:5CA btin& \he dominant ~ ltadm. 
tbcso cioJOpaniu blve primarily focused Oil tho ouzpaticmt cbroaic pain mub:t' for IQl'l8-
acting. Justained rel~ prod1tcts (allhou&b lllOISt offer botb long a:nd sbo1t-toling 
proCJCCS), but mmy cornpan:ica, !iUch u Watson Pharml'eutieal~ ad CIMA 111e in 
vmous stages or dcvdopmcmt With sbcrt-actil)g compowida which moy bo iJ>dicated for 
B'IJ' Dl' BTCP. A CO!llpccb.cmjvc list of polwial competitoa is 11.s1ed as ApPendix 3. 

lAtt~ctbil OplDlh: <Aftpa/Jor or 1Vot1 
Tho CIJIT'O\Uy muketcd lanJ.a.ctini procluas ~ not ~ c!iftd c:oa1petilots of 
ACllQ. bowcva', ill 11 catain ~ they ~ as a eom~ive barrier to additional 
ACTlQ we. ln gcuaat. ibcae produets bave IDdic:uioas for ''modctaie to seYtTC" ~ iD 
opioid tol.eJllDt palicm 8lld ue pos\tioncd foe dlG trotmr:lll o{ .u types or dln7nic pain. 
includillg both malignct aad 110D-maligzglll. & maitioned pre'liously, tlM dun1ion of 
:action for lo~ opioids nnge:s from g.72 bouts, while thconsec ohnalgesi~ m>iQ 
!Tom 45 nUAules to J2 ~ All of tbc awwbCllRIS or\oQg-actiug opioidJ, eap«:ially 
Plll'lloe Ph2mia and Jatmm, have b=1 educatin& pbyiitians ~ ~ b.st acvcnl yevs 
abobt 1bo ability to rcdl>ce vidlt:t eliminacc Ille need for BTP medieaticms by mcrtt)t 
ioc:n:asinc the l~d of ~ penistelll pain medicatiaG 11> cover q,{sodd or BTP. kl lhc 
r.ue iastlrlc:el dat • ~tient uperleoca M'P (i.c. the )oni-adlog llllCdic.ition ls 
percei~ to bkve "failtl1" at a spcci& 1llOD>Cd), 1lie)' espouse that a mart-.ct.ing 
mcdicatioo Cll/I be pn:scn"bcd as a ~ mcdicadoa." M"')' of tbt$e lOQg-'lltting, 
J\Utlini:d ielease pnlducts have complemen.wy lhort-actizlg procillCIS lbit have bee:ll 
tradmOS>2lly promoted for llCUle llDd episodic -pa.in. AJthoup dicir 111c: is $dic:aled for 
modente to tlM1rt pain Ollly, llWIY oftluc sbon·a.i:tina pro&lctt an ~iDg pronioti:d for 
USO as ")~ ~tioo- (() bo med aloof With Ibo IODt-ICW>J COUPl4rpln. N 
mentiofled p!lMOlldy, - ~ of .mal~.sia of oml sflon.acting opioids lllllgel Win 30-
60 nnauces. l1ais dcbycf amct of a.Ws,oelia mty not pn>\ide n:1ief rapidb' d'louth to ~ 
effective to ~ontrol a ~!cal 8TP orc:pi.sodie pilu episode. 

E'<llcation regurdiug the indepondtnl =smenl and treatmc:ol of both pe.rsi.-.t=.t p:i.i.o 
:i.nd BTP will continue 10 be a major objccuvo in 2004. 

dCTIQ's C,trrpdito~ D1'«11tn4111t1Jra:t. 
ACTJQ's direct compe<itoa; ate the pule short-acting opioid& The hr.anded fcmllulalions 
of these opioids ~ li.str.4 1J) ~ .3. The 11..1e o( othi:r cum:ntJy 3vaiflblc: oral .short· 
.lCtiog pure: opioids for tbe ll'i'atmc:nt of B'Jl> as lea tl.a.11 ide.1 doe to o lick of r:ipiciity of 
analeC$ic cll'e.c1 thM tbey afford. ACTIQ's c.leu and~ :adwo1iae over the c:urml11)' 
~vaibb\e producU in lhls c.ategory is its rapidity of Cl\Slel of anargui ... 

21 

' · ' j 

NR I 
PER STIPULATION AND PROTECTIVE ORDER 

CEP TPP 10048090 

Confidential 
TEVA_MDL_A_01159290 

P-03601 _ 00028



~ 

' ' < 

; 
,.. 

' ·J 

···J 

) 

Opioid C011lbinalioo products, although prescribed for tbe trewnenl of BTP. in oot truly 
di.m:t competitors of ACTIQ for the following reuoru: 

• Limited domg ftaibiJity duo to low opoid dosage options (for use i.D qUJd to 
modetZIB ~only) 

• ~ eeiling elhd due to pces:e~ of'NSA.ID (iDtolcnblc side effects) 
• Not ~ agires:sivdy p~cd for the tr.a1mtnt of 81P 
• Usc Ui BTP ind episodic pain occwrinc u • n:svlt ofpb,Uiln ipo.llSICC. 

Af previously sb1ed, !~·acting oploids '1C 11ot considered a dmct conipefuor in Ilic 
BTP mul:el; however. they may he viewed aa u illdirccl oompetitor fof- ACfJQ. 
Variow ui.aoufadurcn .have ~vcty cdlac:aflcd ~ that whe11 appnipria\CJy 

• mc;djcafc:d with a lone-actioa opioid. poticots should not exptriCDCO BTP, or s&ould 
·~ it cninimally. Ahbougb 11ot coQ&NCOt with tho opillions of most kty opinioa 
1cldas, mairy eo:nmi'llOU}'·lmed physicians c:cmll}y ~la tUJ pbiJ~, thus 
llmiing Ibo JM1-1ct.Big opioids iiuo ~ compeilions. • ~ phy!icians will 
be a dalll~e. 

Pure Short-Acting Pniscri tion and Marltet Sl\are'Analyals 

9% 
S"J. 4'JI. 
1% US,909 4'JI. ·25% 
4% 1'173l 3% -11% ·· ,. .. 

" m- I "2" ... , 
1% -35% 

·:.~~!'-'!!fe:~o :: . •. 
(8)•-

fOf MAT Juoc 2002 '~s MAT June 2003. the toCaJ ptn diort-ac:t:in& opioid TIU 
JIWJccc erow 21%. AD of~ generic p.rodu~ chowed growtli wtiile ill of the~ 
~ ~ ,ACllQ bad negative growth. ACTlQ pt~doa.r b.avc grown m~. a 
!Utcr 12te Owl any o!ber t"ff shatt-ading ptOdw. branded en ~c. Fm this .anx: 
liioe ptrlod ACl'lQ im;rcased ii.$ maricet $h.ve from 3% lo 5%, wliile ill he olber 
br"•oOed products I05& 1Nrtct~!We. 
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m. COMMERCIAL INYRASlRU~ UPDATE 

A. SALES AND MARKETING 

While tho size of the commeicial infi:astnl.cture that £11pports ACTIQ rcmaioc:d fairly 
modest i.a. 2003. Cephalon xna:dceting and sales continued to excel and drive the product 
focwud. 

The .PCS sales fcxet: CllplDdtd &om 60 JCPrc:smllllivCS in 2002 to 79 rcprCSCDldfrc:S i.o 
2003. The addition of 1.9 PCS sales rr:prcsel1lltivcs created sliihlJy Sl!Qllcr, more 
~Jo sales lcnitarics 2nd may bavo COtltributed to the continued NCCC$S of 
ACTJQ. AddltioaaJJy, a ~ Prcdic:t Mamger wu added ro the ACTIQ uwbeting . 
lelll), This addition allowed for the imp}UIC1ltatioa and ~tloo or 3 g:n:ak:r nurnba or 
~8 inltiatiVe:s, m wdt as optimizini ftDaocW ~c.s pbccd behind the b!8Dd. 

Furlber ~ o!bolb tbe sales force and AcnQ J:llZCUug icam will be l'eCJUirc:d 10 
.move ACflQ 10 the nm !eve! of proctcactivity. Assuming that the Cq>hJfOQ PCS and 
CNS sales f0("(6 ~ill be combioed and po»ibly expanded. Ibis will cubinly i::xtelld Ux: 
"8Ch of me brand. However. this action may not pro"'idc for tbc focu or ffequeoey 
ncc:=ary to txuly iinpKt Cbe t.mnd't ..._of voice -.mong by Qqrct.s, wbiell oouJd 
~y atTec:t Cepba.loa's ability to mect2004 ACTIQ nx aiid ule:s ~ To 
meet TRx ud salc:i &ug~ .it will bo ~ to ~ish the {~ three 
aitical success factors: 

.. S:iles Forte T.r.daiDi 
0 l'rovidhlg ~ knowtcdeo axid pain mmket dynamic salts trai.aing to 

t.11 111:11r ~~ will bo aitical to any expanded tellmg dfoi1s 
• Sales Fon:e .J'ocua and Commitmcat to Sclllnc AC'IlQ (especiatty salts 

maaa~cllWll 1$1ppor1) 
o Obtaiuiug $ales force focus and com.dtnlQll to ad.liog ACTIQ can only 

be aicccn1pliWd tlwugJl l) ~cUsig providiai this snotlv11tiol1 througll 
lJU$ion for the product, qualiiy promoqoul ~lliog IOoh :ind 
comp~ medica.I edu<:alioo. tools and 2) ulca providi!lg appropriate 
,pies baD:8s iaceutiw and direction fOJ execution in she Jicld 

o Tcrritoiy m:tQ11gcm1mt ud ~ding a~ropriate selling time on CM:h of' 
Ccphalon's products 

• Ac.cvrate and Appro1rlate TargetJnc 
o 1'.iarkctin& must provido cxoellell\ nle11 urgcls 10 allow for proper 

r.irgeting and meximn1 presence with the 010st appropriai.e AcnQ arge~ 
o Sales man~ must prov* eic~lcot dittd.iun and coacti.ing 

reprdilig targeting to e4$1Mt appropriate Stllli\g time for C:\ch prodllct 
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JV. SWOT ANALYSIS AND KEY MARKETING ISSUES 

,\, ,\CftQ SWOT ANALYSIS 

STRENGTHS WEAKNESSES 

OPPORTUNlTIES THR TS 
• .·~•!i-1•c:suom1Wrc!ru,pdul~!'f- !' • ~ Mll~ .•lrons dlo& to lade o! 
• < ~~~~~~11onitia,to1~c~•~ :~1-..;"·....,.W.alcsrott•~•Oiac 
· . r:..nu;~t=<- . · ~~·~ . • ·. · ihfllnl~Uo.~ 
• . {1Kruocd fOC'd Go poi" m-.=it;'ll "°"" .•. Nee-Im p"4CSll. tnd/0< p..-ril>«r ~.to 

JCIJJO(.s'•,;wsip) • •· · M~· (COll'lf'Cc:md po.dcr) fonocbticm or 
• · Oplo;d - bcm1 ..Wm..C.4t.d · ·...,. ACT'IQ 

iecospo<otod ialo a .. .n.ty o:f ~· -• •. leer~ JCMloy by OD~fAC of all 
piiJdiea • - • , •· ·-.)I!~"· mal<rials '41b<nls.siom for 

• • ~.WioJI ; ( fl/Cs . !occ o0 Tac~ . ~JUi)'rtflCW 
• pro~ racll · ' • · • : .. · ,·c~ s..~ H dnaf1Ci>1iiio -s iu.a' 

•• Rl~~llptloM 

...... '· ... · .. •'' .. :· " · ... ·. __ · .. · . .. . . --· :· ... . 
.. 

• • ;i . 

.. .,,. 

• l""1u5<4 ~111....i:taill~ from CO!llpcltlOB., 
ACTIQpiM marllcl lliozc 

• "Oplop•obf•• wllflio p•ln _,kcl due io rcrcnl 
publlcliy """'°d abwsc ,....,c,, 

• Ce>mpclitott conli1111/"' r~ bo prcs,ajbcd roe 
. BTl' wilW>•I h•ving don•.'"')' tri•ls or hDving a 

·: 1>be1Jiadi~i0$> r~ .en · • · 
• '. • lnCica;c;f ,.;,;:.i..;,.., ..... r t!iflicllhlu 

Minllllal ~"IJPOl1 "'itb pl\»c IV and 
9~;e>1Jo,,. 

• " Dcsical ctrict tu ... bc-. lat&u 
Potr.1'111111· M\lr• ~c4 ....,."";10rc: liTr11n• 

• (J1a11~~).0a~'lt(Cill\I).~ 

,,, 
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B. KEY MARKETING ISSUES 

Seve11 lcey marketing issues aiust be ad~ in 2004. The fim four of these key is.sue~ 
bavc: pc:rsisted 'inco ACTIQ wns ~unched in 1999. 

• Low 2'!1'aresaess hi tb11 unssment :n1d treatment ofBT:P 
Many of out targeted ph~ aQlf beal~ providcu~ bdicve dW they are 
~gini chronic pa.in adtqtwdy despite the fact lbt 1'l'lO$t pain ~ tools do 
not ~ qumions OC' paiA icaJes ~fie to BTP. BTP mnst become recogillz.od 
» a aitic:al compoJ:lc:a:lt of~ pain !bat qiusl be ~ and treated u • distinct 
:and sepanic l:Uliiy from pm;is1i:nt pain. 
• Lo" product a'witreoeu amo-c patlmts 1111d pruaiben 
Many ~ a.nd bc:a1thean provMler5 rcmail1 uninfonned about ACilQ and its 
bcllefit5 in treatin& BTP. lncrea$io.g the &warc:lll!U of ACfIQ' and its lcey 
dilfemtliating benefits of rapid onset of analgesia, portability, convenience and 
coDJrol will be c:ri.ti<=l to conAiDuing the tremendOUi growth seen with AcnQ in 
2003. 
• Limited number of key oplnlon leaders {lCOLt)/advoca tu 
Both marketing ud public .roktioDS JDIJSt dcvel~n!llOW rtlati.oa.ships with ICOI.s ill 
the field of pain man:aganent ill order ror ACTlQ lo gain lhc ~ and support 
needed to hctomc a lint &e lreilltment option for BTl>. Key opiziion lc:ade~ must be 
nwlc awan: of the key messages and benefi~ of ACTIQ and be roc~ed to 
incorpor.ue ACTlQ as part of pain ln;abJUmt guidelines. At this time. tflore ~ no 
guidelines spcoific to BTP :md BTP is ignored or r.inly mentioned in most pa.in 
trcaanent guidc:liru:s. 
• Limited clinical data and p11bUcat1ons 
Developing data and/or publications iu the following a~ will COlltinue to be crucial 
In growing the Uie of ACITQ, as well as overcoming current :ind future 
reimb'1rsement hurdles. 

o Efficacy/safety/utilization data in appropriate therapeutic nreas nquiring 
rnpid nnsilgesia in opioid tolerant patients 

o Simplified titration in.fura:iation 
o Quatily oflife ckta 

Decisions to be made in the oear future regacdiug ACTIQ &Dd flt~ potential pain 
pcodlctB will .affect tba course of developing this data, which could be generated from 
open l.abel triaJs/phase IV reseatch or retrospective studieslpublic;ation cffons. 
• Pot.ent'Y.11 bnQded competl ton lo l OOS 
It is ex-pected that othCJ" products with similM bC11efits will become av.-iilable as early 
as 2005 mid may claim to have an ~ foster OD$c:t than ACTIQ. Cephalon must 
anticipa.tc and prepare for the launch of these products aJld proaotivcly deliver the 
right ~ges regarding the au.set ~nd safety of ACTIQ to key targetc:d market 
segment!. 
• )'hyslcian fear/concer11 of prucnlling apiotds (uOplophobla") 
Opioids h:ivc only become more widely prescribed for paio in !he ourparienl seaing 
over the last l 0 to 1 S years. Ev~n uxby lhcre arc still concerns among clinicians such 
as abuse, addiction, accidental ingestion and diversion, especially as a n:sult of the 

31 

NR 

PER STIPULATION AND PROTECTIVE ORDER CEP TPP 10048094 

Confidential TEVA_MD L_A_ 01 159294 

P-03601 _ 00032



U I• I •i o• ....... ....... • ~ l. ... ~ 

) 

Oxyecllltin abuse Issue which ~aced in 2001. Addir.ionally, physicl:w ;ire ~ing 
~by both their peers a:ncl govc:mmet1t agc:oeies with ~ to their practice: 
of~ medicine me! ill ~ai.bc !heir opio'ld prc:ac:nbinc habil5. Jt iJ critical iii 
locfa)"• world of~ 11>cdiei.Dc that physicians understiod how, when llMf wbctc IA> 

~ opioids safety. These concems may have specific:;l)y 1'4Wtcd jn pfJysiaans 
sbyille away liom pJUCri&ing ACTI.Q in chc pul as uumy physici.uas n:late r.ipid 
lllJWgc.sia •ilh npid onset of euphoria ud ~ tho po1r:nlial ror abuJe. As an 
cmcrgi.Ag competitor in !be world of pain 1D11diciAc uM1 IO Ql$UtC ACilQ's conlinued 
aeeepmicc as the idesl BTP treaimcM, Cephalon must a11etnpl to set itulf 1put fTOJU 
other C61D('*11es ~ting opiotds md assist pb)>&lc.ians by provldtne o raechaniAT1 
to appropiatclyu.dafdy pRSQ'ibe opioids. 

Two 1ddltlcmal key iuues lbe ACilQ ~tetmg tt.l1ll ~ be CJl!lCCtrlCd with in 
2004 lnchaile rlit Collow.iQ&. 

• ComblAlaco!salea forca; potmlb.I l•ss of focus 011 ACTJQ . 
With '9 pi1D ~specialists, the direc:t llCOmotioaaJ re:aeh fM ACTIQ in 2003 is 
~t liJJWied, especially in coo.tiast lo ~ saJes forces of odr:t psio .market 
kldcu. Haweva, ibpi1D ihis i.imjtcd n::adl. tbs PCS aal= fOl1le h:u bDd only 
ACTlQ IO sci~ wbic:h lw povidcd for 11eul~ foc;113 ill Ihde sdling efforts. 
A4o, 1'ec:a1l$e ~ ACTlQ iJ cluillengi11g atld Uine inunfive clue II) its restrdive 
bbel and a 1ac:lc of cWiieaf data, the din:c.lion &om markding siDcc: tbc April 200 I -
Cqihabn re-bunch hu bc.eii to focu on a oore BJOUP of big!\ po1.mliAI ratps with 
lb: risht ~Y (i.o. ll>ld ~ wds until lhoy WQrc '°"''~o witb 
pucolliog). This Jtralicgy has povtn bigbly ~ u ACTIQ hu gro\¥1' 
trelJla>clously Jince beini m-1~ by Ccphaloo cd ..,... modlucd or:Uy sfithlly 
Jut ~by~ 1he sale.t f~ to~ their COR or~. nus DOW sttuegy 
lillo proYC<i producd\-a as ACTJQ Ales ate pojecled to cc!ipa budget by 6% in 
2003. Also, for MAT laia 2003, 1heA ue Sllll only 300 prcsaibcn who ilCCOGat for 
S-0% ohll ACTIQ p~ a.od ou.lr 1302 lbauu:~ual for Wk Combjnjpg *lid 
p<>ISib(y ~ndi.ag tho PCS aud CNS 113lcs forr.es in 2004 m:at.c.a bothoppor1Ulllt.iu 
and dlallcni;es for ACflQ. ACTIQ matbtinc must be prepared to muiro.ize tho 
oppornmitie:s •nd minpte po«enlid downfalls. 
• P11te1>1lal DCgJdn ruction to 11ew consprusMt powchr for11111l•tlo• 
Thus fu UI 2003, the trari3itioo to the M-W iimnu14tion o( AcnQ lw provided 
nuaQ'CUI oc¢ve rupol\SC3 from bolh p:ilicnu and cJlnicillDS. II wiU bo c:riliul lo 
our immediate aszd Muro ~ to i~d \he lmpxt and $cope or lhtso 
ncptive ~nscs IUld platl to po«entiafty oddl'Q£ oc millptc them U\ the second half 
of2003 aodm2~. 
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v. PRODUCT VISION AND PosmoNING 

A. ACTIQ VISION 

Sliorl-Tmn Y'tsion: ACTIQ is a unique, n:volurlomry and highly beneficW option to 
treat patieats with BlP. 

Lo11g-TtT111. Vision: ACTIQ is the ideal first-line option to treat BTP. 

Although ACDQ p~ption$ contiuued lo r,raw at an imp~vc rate in 200J, ACT!Q 
must still be esiablished as a valid first-line l!eatmelll optioo for BTP. Additionally, wt 
must continue 10 strive to educate the pain conunuoity about the importance of aSSGSSing 
and treating Bn> indcpcrubtly from persistent pain. ln onk:t- lo llCOOmplilh the long­
tem vision foe ACTIQ, the foDowiilg needs mu.rt be llld. 

.. Development of clinioal data and/or publications cfu:cu~g: 
o Efticacy/'3.fetylutllization dais in appropriall! thi:npeutic areas requiring 

npid analgesia ill opioid tolerant patients 
o Simplified titration infollll8tioo 
o Qualii.y of life data 

Due to minimaVweffi;ctive intcrual support and &:ns on publication projc:cts with 
high CO!Jllmtcial value, marlccting \llld~ook responsibility for driving publication 
efforts in 2003. Marketing will continue to drive the ~tntegic and tactical executioo 
of these efforts in 2004 or 11ntil sucli time that 11dequ11tc lllld approprialc internal 
support is provided. 

• ExpAlldcd Md highly effective promotional· md medical education efforts 
• Develop a tool(s) to suppon reimbursement issues 
• Expsnd dixect promotional reach without sacrificing focus: or frequency 
• Increase ACTIQ rnadc.ctlng pcrsollllel and fmaneitl i:csoura:s 
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B. ACilQ 2004 POSITIONING 

ACTIQ·s positioning will rontioue IO focus DO itilcey diffcrr:otilrtin& fQl\IR am btoefit. 

• K~ fcatun;: ACTIQ utilizos •unique on.I trusm11C03al deliyc:ry systtm {01"S™) 
for rapid ali&orption of fenlaJlyt 

• Plirury P2tientBenefit: ACJ1Q's oral lra:ll.mlucosd delivery iystem provides the 
most rapid ooset of action among all 1100-inYas.ive, shorter acting opioids. 

ACT/Q :20D4 Posllio1tbt¥ Sta1cr1m1: 
The 2004 positioning dateme11t fot ACI1Q tc11lx:u Che abo~ icy di1fcieotializlg 
re.we alMI bcndit and, as i i should at Ibis pow i.o iU lifc:cyclc (no chaAgcs in 
labe!/'mdical.ium or in the competitive Id), is identical IO lie 2003 politlonil\c 
mtc:mmt The 2003 positiooiilg $tlllft:Oent fot AcnQ ·~ c::eaJed 1o be ~c. 
direct md allow for broad tlcnpeutic; applicalion u deemed lpp'Opriue by Ibo 
prc:scri bet. 

ACTIQ is fent:tnyl in a ua Mj110 oral tran11111.1coaaJ dellvcry syitem tJ>at 
provider tliio 1110.t rapid onttr of aoali:ah of 1111 non-1.Jin.riYe 09iold 
fonoulatioA iavaib.ble. 

P11tl4ttl ProfJ~ 
Al I GOllSllltanl ~ in 2003. a diJcunian tock p1"c Rgatduag Ibo Cu.luic 
dcvclopmerit of ACTIQ and ctbu pain producm. As the pvp o( pbJlician comlillants 
dcba!Od 1ho palimt populatiioal JllO$l in need o! a prodoct lhlt ofrm the primary p:llicnt 
beMfit of ACTIQ. one pbyiic:ian po!ICd tflc qucsdon. "Wml pUil pctil:nt doc:m'tftit or 
need rapid i-iD Jdicfr+ Based oa countless hitmctions witb pbysici111S It COl:lill1tia1 
mcct.inis. advi&01}' pue}s md in IDlrket R2Ucb, di.is llattmelll OCCUDtely reflects the 
fccting of most pail:i patieots rqardiQg lbe.ir ~ fin' obtaining r19id ~:s ooce 
pain bcgi.M. lbcfefore. the ide.tl patleou f0t ACJ1Q arc ~ that wiO bc:ncflC tioru 
ACTIQ's nipi~ onset ol 1Ulalg~ as 'icJ.I u its portability,~ :ind concn>L 

Again, baRMI on lbe fee&~ we bavo rcl:c:iwd Crom our COGS!llcanr moctiogs, •ct 
r~b and rontioucd D'owlb of Ille poQla in 2003, it is ~t tf.aat lh4 pJiygic:ia.o 
w}io pOJCd tho ~boo lbo\'C was con'CCI. ACTIQ'& pllU\AtY patient !>ale.fit of rapid 
amlima end solid safety tract n:cord as a Dn> mcdicatioo since iis April J 999 bunch 
~ve ~ ll 11 medication of choice for many pn::scn"bct5 lookini to Jfl'OVidc Apicl 
analgesia f oc their Jl'llic:nlf. 
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Vl. MARKETING AND PROMOnONAL STRATEGY 

A. MARKETING GOALS AND OBJECTIVES 

M•1kdU.1 Gow 
Tbc 2004 ACTIQ madccti.iig pbo. Will seek to~ the Wu.es p~viously listed :uid 
~thieve lhc following goals: 

• lncre~ awareness of ACTIQ aoo BTP amo11i; targeted physician 
spc:cialtidsegme11ts .uid patient populatiollS 

• lncrn.se the ovenlJ number or AC11Q prescn1>cl'3 
• lncr-case the 111I1Dber of prescrlbcTS in !he top five TRx and \JnlCJ prescnliing 

deciles (i.e. move p=icn'bc:rs alung the product adoptloo curve li'oro dabblers t.o 
users/adopters) 

• lo~ ACTIQ pr~ba productivity a:nd prcscn"bct rctz;ntioo 
• Continue to develop rebtlonships with KOLs in pain mam.gcmcnt 
• Develop a tool{s) lo usiirt with manapd C&RJM.dicaid Teiinb\wscmont 
• Continue to build oo clinical data/pul>licatioos initiated io 2003 to meet pJescriber 

and advisor ru:oIDIIl!:lldalion.s regarding: 
o Utilintion da!J in various pain typcs/lher.lpentic 2pplicati011S 
o Simplified titn~dosiug 
0 Qu21ity or lffe ("unproved patient funetioniog) 

MarAetinr Objeahles 
faCU>ry sales and prescription vol11D1e objoc:tives for 2004 are as follows. 

B. MA.RKETING STRATEGY 

Overt1fl Promotfo1111f S/Totrgy 
As ltated above 011.e of the b:y objectives fOf 2004 will bell> drive phyiiciaD$:alooc the 
product :i.doption curve from ew:sre.nes.s aod lrilll to u.sagc: end adoption. Therefore:, the 
overall marlceting ~tcgy for 2004 will continue to build on the succc:ssNI pWfonn 
developed in previous years, wbich will be 10 1) raise :lWllre11cu of BTP and ACJlQ 
tbroJgb PR and marketing driven awarcoess i.Ditiative.t a.nd 2) dilTcrcnlia!e ACTJQ from 
il3 coo:petUOB by educating clinicians about the ce>n: pIOduct benefits (r.1pid onset of 

35 

... -·· , ...... . 

' 
i 

NR 

·~ I 

I 
PER STIPULATION AND PROTECTIVE ORDER CEP TPP 10048098 

Confidential TEVA_MDL_A_ 011 59298 

P-03601 _ 00036



.-

.) 

analgesia, portability, convcnienc.e and patiCJ1t controUed ~on) through 
rargcled 111edical afucatioo initiatives. 

When loolcing at lhc ~ adopt)cdi C'UIYC, 11;269 or tho U ,713 lotlJ ACTIQ 
prcsaibe:r& fall islto the "trial" nngo. Tbe.se lJ,269 PJWc:xi>eis amipriso ACTIQ TRJt 
~ deciles 0-4 aod repr'CoRlll a lll:maldous opponutlity to rrow ACTtQ 
ptaeripcionis. Only~ presai'bc:n fiilJ wilhin the "us:ap,c" nncl ~A" rmac of the 
adoption curve. The 34-i ·'U.scrs'• ~ the ACTIQ lb~ d"ilu .S-7 aod 
the 100 "adopters" comprise deciles 8· 10. Tho ovenill promodoml ttratcgy foe 2003 will 
be ro move prescribers tro111 awarcne$s :md trial to usage u:d liom usage: to adopticm. 

I Awareness J 

°==:>I 

11,713 Total ACTIQ Prescribers 
(MAT 4/03) 

~ Opportunity J 

Trial I 
f1> I Usage j 

~ l AdoP.tion 

luue: L- awumus Ill tJte assem-QCD& •ad tn.tmle:sit BTP 
Strategy: E411cate lc.ey targeted p.b)'Skiu qecltltlu 1utd pltloat popudc>nc .a1>011t 
the lmportuce of ~g "BTP and t~ ~nenu 11r trClldnt It wiu. ACJ1Q 
'rbrouth pro.motio.W. c:ducatlood and public nlatio~, efforts, mukctUlc will strive IO 
iiu:lease owwcne!S$· of DTP omollg$t lll~ed physiaiu11 ~ltles QDd patient types. 
.Based oo proven succcP, ptt:r-1.o-pteT proll)otk>JJ1l clforts and CME wiU be tho pmouy 
meaJU wed to educate physicians, phanmcisU lllld tllQC:S.. PR.cn'oru will be the pri:lrwy 
Oletbod of reachin& and ~J; pi lie.nu. In additi.oo, lD c:nbanccd coJ1vr:nlion PfU01CO 
including a ~. ACTIQ-4odic:ated booth met an enhaaeed 111cdia pRSCDC:e will be: 
employed in 2004. 
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Iuue: Low product 2wareauss unoog piiUmn lllld prcsm"ben 
Strategy: Strugthat lbr assoclalioll of ACTJQ aad its key p:alieat bu.cf"rts t11rougb 
improved aware lie# aad medic.al educadoA 
Muket rc&tMCh was conducted in 2002 to obtain fcedba.ck: &om physici:ms to detcrm.ine 
whidi 1'oy DlCUagc'S ~ con.~ed ACTJQ's key d!ffcrmlialme benefits. These key 
messages, 11loiig~ tbc CUDelll'lnud umcep( (i.e., !he bcl ooDCepC) ~eloped. in 2001 
aad coha.Qccd in 2002 lllld 2003. will cociUwo to play • airio.ll role m niMg awaraieu 
or ACflQ. Maruli.Dg will ~ high reach promotiomS and educatiOPll efforts to 
co[llaet as many potmtill ACilQ plUa'ibcss as possible. Additionally, more sp:clJW 
uirae~ promotional alM1 educational efforts will be ilnplemcnted to raise ~wa=w 
amont the higbest pou:ncial sm:scribcts. Io cider lo ma.intlin tho tn:meodow growth JeCll 

iD 2003, aw~ of ACilQ ~ wUb .its primary paicnt beucfit of rapid 
analgesia must be ~ed. 

Jmse: LlmJ4d n•iabtt o!KOLs/adTI>atu 
·stra~ BllildlJ"CJMW rdatleo.slilpt with XOLt In pala nuusemeat and tuscted 
physkiaa rpect.Jt.la tbro11p ~oullltut ·~ acMsory boards ud flt tlforts 
Great strides were !Ude in rmewizl& and deYelopiDg ~tioolhips with KOI.s in 20QJ, 
yd this ~ a b:y m.uhtiag issue I« AcnQ. Apin. maketiog ~ ~I 
commu~ wiU iaitiattlrc.oC'lr contAc:t witb. KOLt with tho obj.:ctnu of: l} 
receiving guidance m lho dcvdop!llQll of edllc:aliooal iniliatiw.s, clil:licat ai:als 3114 
publicatiOQ effu1ts, ailld 7) cmpowa advocates 1o ~ OTP and ACTIQ imo pllin 
tn:atment guidefinc:s and educacional initiltiYts. At lhiJ iliDe there arc no ua.lme Ill • 
gow.ddioes sped11c lo BTP ~ v~ few JneDtioos of 91? arc fOUJld ~oiq; Ibo ~ 
pm 1re2tmenLguidelioes. 

fuue: Umited cliJlical data aad publiealiou 
Stnlt-gy: Drive &e direction or phase JV resc;u-c:h aod p•bllca&n efforts to be 
ooulSU•t 'Mt.II cqmlQettlal .ou6. 
ACTIQ's msm>W indiartiou and accompanying risk managcxncnt proi;tam (RMP) ~ its 
tl!QSt siguifiwit promociooal limiting Actors. Additionally, a laclc of data a~ oasc: 
of dosiog/tjmlioo l!lld quality of lift also ))1ode:r ~.DcillJI aeceptanco oC ACTIQ. Thrc:c 
dis1Uiet publicsticm dforu wero i.nilbted ill 2003 foeuscd to addresslbigllligbt these three 
ue= 1) ACTIQ utili.z:etian, 2) .sinlplified dosini md ti1ntion. ll!ld J) ACTIQ'' ~ct oo 
QoL. Abo, a eliaic:a.I CtiaJ aimod u ~ tho prcvaleoccr md ~cs orBTP 
amo113 .ooo-nallgnant paht patie-ots is planocd to begjli in 2003, but lllllY not ~ 
doe to bu~ comm~ Titis stUdy, and bopcMly otbo:n to follow, should cleuioD.\nJc 
the occd Car• p~ 'Wilh ACTIQ's clinical prufiJci in noo-ma.lipo.t DTI'. Dae to jl$ 
prim.uy peumt benefit aod the undcr.flatwliog of fcnlallyl &mOllJ pain ph)'JicWls, lhctc is 
sub.sumu.I ~foe ACI'lQ's condoued :ac:c:qibuiocll u lhe iddl trutme:at option 
fot BTP. In orde:r 10 comouc tbe tteroei)Cfous g:rowdl obMncd i:o the last SfVtral ye:us. it 
will be imperative bt Cephalon continue to provide cbta related to c.bcsic. atas ·1nd 
others to evrreot 81ld polcntial pzescribcn. 
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Issue: l'otentbl braockd compel;ih>rs ia 2005 
Str.attg: ProactiYdy posi!ioa ACTIQ to derud Its mart.et share a1alast ruturc 
a.rande4 com~tftlo• 
Com;ictith"C ixitclligt111:e WU implcincmd in 2003 and found &bat ACIJQ cn1.y fiCC 
branded ~lion u c.ariy AJ late lOOS. Maitding must c::oo.tinuc to kec:p & elo3c 
walchuddeteimine lbc be#~fordefendin& Acn<rs poiilioo in the piU.umtn 
lt will t>c ~!Ms f« tbe ACTIQ marketing t.wn to ronaiu fb.ib1e rqtinling a. 
cha.age ia ACilQ's key ·1JM11$aghii and pos.itionini as '\VO become awam of peW 

c:ompciitioa mt .bow Ibey plan to J>Mitioo tbeulsehoes in c1>0 mukct. Mai nu~ rnust be 
~ DOt to negatively positioll t btmdod C0U1pCtitor wilh Cuter oosct of amJgaia \hln 
AcnQ, esped2Uy if Ccpbalon pQ:ns to b\UICb 11 pro&.lc:t c tile fuNJ'c "ilh a ~ rapid 
ollJrt. Kty messages for A.CttQ l'lllY ncod to roca.s on the safety aspcea of!M: ~ 
(io.. thi: ~ llM1' -1 nrety a:ack t'CConf). OCISG coaabatioo . witO 1he ACTIQ 
busilxa aua&cgy team mlllt be maintafnrd 10 de1amine Ille bq1 approodi. OllOe a 
sntezy is lkb:Qllined in 2004, uwkclbi~ and Al11 will. proactivcJy educate llealllic2te 
providtrs of die &dvamaic.s ACT1Q bs CNa any tUtiwc potealill ClO!llpOlitors. 

lavet Pbysldu ldrltOJ1td'll of pruc:ril>lng O)ioS4J ("Optopltobta") 
Stntea: J>soo"lde • attk•..,h• to C>clUtinc pll7Jlc1aa nttdt tor approp_rilte .. a 
safe opioid pruc:riblJll l®ib 
M.uiy cliui<iia:Ds who roedically IDlllll£0 poiD with opioida .bavc ~ NCh u abuse, 
addiction, acddeolal btge$tion and divt:mon. Addltio1:1.1l1y, rcrutilly or opioid 
prescnlring p1'diQcs by go'l'tDllJleDi agmcies eucarbalc ll>.i$ few a.Dd may affect ~ 
opioid prCSQibiDg habits of some physicians. A£ ~tcd previou,ly, tbelo QOJK.Crm may 
b&YC spc:QficaUy res-alld io ~ svoiding pre$Cll'°b~ AC'TIQ, espc:cially .sial:c 
IDD,Y pby;icms te1atr: npid anNgesia wiib rapid omct or c\lpboria and lblll fb.e potential 
far abuse. Based on the feedber.k hm comultants mecdnp aod ad\tisoiy p:ands. it bas 
boe4 ~ that Cephaloti mut attempt co Gist physiciAns by providii\& a 
mcxb111iAD to preacribc opiaids approprillldy ind s:afdy. .ACJJQ maiteti.111 lw 
dc1«mmed Uti1 a noJ>obnD<ltd promotiooa.1 eff~ calJod Rcd11ct11A1t Rislr. will bo 
implax>enlcd in 1004 willi thi.' sprcific go~ in llllind. The objo:.-Uva of the program -.ill 
bcufoJlow1 

• Create local co1wnunities of bcalthcarc provide: rs ill volvc:d i.o !he world of paio 
manag=t 

• Oplimi:ic ~tieot c:arc 
• R.cducc IM risk of presqiblng opioids by eocouraging medically RpproptiDm 

mcuurcs such.&.", bu! not limited to, accunte O>cw~nt111ion, appropriAtc patient 
reICO'lll lo olha spcciiilists, patic:nt drug 3Cfecni, etc. 

Additiooally. the ACTIQ snarlceting team .is woclcitls with a physic.Ian advisor mi m 
indcpcDdcnt ~ pmy lo deveJop a screc:aia.t tool to bo u:d to hicM&fll po~l lbilSC 
U:svH ..-ilb ~DIS. .faoh of Ihde ioiti.t~u. die Reduce the Risk progqm aQd \he 
~tool, will be a:emcndollS, value-added took ror the #lcs (anx ~help to &ct 
Cephalon apart !Tom JIS co.mpcrilors 
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hs11c; Comb.Illini: Of n kJ fore.es: potenti.al '°"or (OCUf on ACTJQ 
Stratecy; Motivmtt and foau sellin g effortJ 01' ACTIQ by prowicting quality nOing 
tools, solid saJes targets :aad p:usion for tlle product 
As the PCS aod CNS ..Jes f<>t"teS ue combined and possibly cxpudcd lo mt:Dd a.1r 

piomo(ioaal l'CICh. lht !act dial all three Cq>halon ptodueu ~ bo sold by !hi: ales force 
may limit tho Ales fo.n;e't ~lity IO !001» promotiooal efforts with lhe right frcquc.ncy 10 
our ll>OSt pmcfuctive tu'gtts. It will be ClllC'ial in 2004 for b: ACTIQ marketioc tcm> to 
1} provide piwion for selling ACTIQ based on patient benefit, 2) motivate thi: sales forec 
10 focus selling etfons with lhe right ~ of calls, 3) provi.d.c the a.IC$ force with 
quality Klliog tools and 4) provide Ibo ,.Jes force with the be&t polmtial prescnlling 
targets to help 1hem .manaie their territories as eftic.ientJy as pouibJe. HopeftlUy, lbese 
3Ctivities will a1Jaw for ~CTIQ to be suc:cessfill aAd meet TRx and sales tiqets while 
Ccpbaloo imp)ancntsa IM:ge. CfJmbiood aalica force~ of pctSOnS 'Nilb litt1c or 1>0 

pr.Mom acllin: cxpcricAOO ill ~e pain marled. 

lss11t: rottnti•I neg~ readioR to new a>1nprused powdtt fonnulatfo• 
Sfra1egy: .Fully usess aJld. evaluate • 11Y linierla& •CC•tive reactioa and dtTtlop a 
pla. o f action to •ddren/corftet It 
It will be critic:al IO fully UDdemmd the iutpact md re.ope of any/all ueptive rC$pOQS¢S to 
1bt new foanubtio11 of ACDQ and plu to potcotiaDy addrus OI'" mitigate d1C111 Wring 
1be 1cinaindcr of1oo3 and iD.2004 if ~y pc:Q$t. Doc to lhe fact ~t the lransjtjon is 
still uode1Way aod ~ fi.111 soopc of the issuo ha,, not Yd been detem1ined, it is oot 
poSS1ble IO set a strategy IO address this pocential issue at tbU time. It will also be 
important for Ccpbalon IO !WI)' undcut:and and consider the scope and severity of any 
negacive telCtioD to Ibo ~ formullltion when planning lo potentially dcovelop and 
transition 11> 11 mpr fu:c fonDulation in the filtwe. 
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Vll. TACTICAL PLAN 

A ACTIQ KEY MES.~ACES 

Me;ssage aDd positioJimg t.r::stirtg was done in April 2002 lo d~ lbc key 1J1C.SS1gcs 
that most effoc:tjvely eoovey AC'l1Q's key dilf'crclltialing beno.fill &Dd App10priatdy 
pocition tb: product. ACJ'IQ will com:in:ue to be positioned in 2004 as feJILalzyl in a 
unique oral mnsm\ICQSaf delivery C)'StCnl that pioridl:s t.bc: lllOS1 1apid onset of ldla{gc$\i 
of my ~in'YllSive opioid fomiulatioo :availAble througb the commllllicAlion of tbe 
followiq tey .product musagu. which lies led hi~ 11110~ pbysici1111 in April 2002: 

• B/Jil»q: The main beae.lit of ACTIQ b its time to oaset bl ana1pin. 
• Sllfdy: IA c:fillical trials, tho ~ and efficacy of ~ctlQ were eslabll~ in 

opioid tolc:rart cancer ~tienb receiving bod\ toni-aetlos Olll1 and tm\ad.t:nnal 
oplcid5. 

• Sit# ~1d:J: The adverse eved.& Itel! wi1b ACJ'IQ 1110 ~jcd opioid iidc 
effects. I'~, these ad9aA CYen\S ..nu ceuc or dem:ase 1n ~with 
~~of A.cnQ.. 11$ the patitnt i1 ti111tcd to Ibo propct do!o. 

• Doli"f •"4 1itnztio11: ACJ1Q ~ be ~a along with ftlC paticn1$' lo11icr­
ac:ti:ag c;moeq>siii mcd1c:ation. 

• C.1Wmit1tet/E.se of Uu: ACTlQ's on.I transmocosal dclivesy aystom and 
onset of action. ~ patients witb portability, convenience and controlled 
acbinistration 

• Ddirery.S,.rlntt: ACTIQ ulilizcJ a ia:Uque oral tnmmUC0531 system (OTS':M) for 
rapid ubsotption of feu:axiyl. 

• MOA of Fcnt1myl: High lipopllilicity of oral lnDSmllCoul feotanyl 1Uo'Cl\'.s for 
rapid abwrplion across the oral mucosa into Iba blood and distribuliD11 i.ato !he 
CNS - a process wi1h a 3-S minute half.~ 

Most of tbelc tcy mCSSllieJ appear io some fashioa in promotional m4tcrla.ls, iacbling 
the most reccntjoomal adYcttl=nent "'ppcndlx J). sales aids a.ad booth .,.ne1'. Jn the 
journal IMMJ1isenicut and booth panel~. tJw:sc L:y ~ lllo11g with the hca.dline 
"Whe:tl C>Mct Mallc.rs •.• ACTIQ on Call" and the 11glinc ~When Onset Miltters" help to 
dri~ home lhc c~ ~tie.ct benefirs of AcnQ. 

B. TARGET Al.ID1ENCE 

Tiie AC11Q target audieiice includes 011('.0l ogisti, pi.in spcciali$1.S Md physicians skilled 
in the use o( O(lioich. The targctiog methodology used iD 2003 will be 1cperu:d 10 
cS'lltblim ~cts for 2004. 

40 

I NR 

CONFIDENTIAL CEP TPP 10048103 
PER STIPULATION AND PROTECTIVE ORDER 

TEVA_MDL_A_01159303 
Confidential 

P-03601 _ 00041



CONFIDENTIAL 

C CORE TACTICAL PLAN 

OvoaU TaclicalAppro11Clr 
100 majority of marketing n:sources will be alloca'led 10 tactics that are considered l) 
most cffecti'Ve in delivering ACTIQ's key messagts to our lalget audiences aod 2) mo5t 
effective in educating and raising awueness of ACTIQ and ~ c:lwcal entity of BTP. 
Based on historical ~. the tactics inost effective in accomplishing the 
iforcmeationed critccia iodudc peer·t.o-peet" educational progz8lnS such as CME 
initiatives a!ld sales-driven medical education programs (MEPs). As in 2003, CODSUhant 
incetings and physician and 111USing advisory boaJds will be implemaitcd to help idnuify 
the most appropriate and i;ffectivc tactical pr~ and foo:nats, to assist in the 
devclopm~t of clinical research ond publicotiou plam, and to dovclop programs lo misc 
.t.W11rct'le.ss ofBTP/ACflQ among both.patients aodclinicians. Lastly, due to in.sufficient 
.isncmal support. maclccting wiU again drive key publication efforts in 2004. lbcrefixe, 
the 20()4 ACTIQ ttlct:ical initiativc.1 can be broken down into thnlc brood' categories: 

• Promotional Tactics 
• Medical Education Initiative.$ 
• Advisory Tactics 

The following is a bri~f overview and dcsaiptioo of the 4004 ACllQ b.ctic:al plaD-
Thc 2004 Tactical Plan By K.ey Marketing S1ratcgy, 2004 Tactical lrnplcmcotatioo 
Timeline alld 2004 Tactical Budget arc attached as Appeudiccs 4, 5 and 6 respectively. 

Prom1Jti4fl.al Tactics 
• Dlrcd Selling Support l'ic:c:es 
Mluke1ing will provide the sales force with tipproprW.e 8lld effective sales support 
matcrfab. These mllterials will be updated to reflect tha new foxmulation in the i;econd 
h:41f of 2003. All support pieu.s will contain ACTIQ key mes.'l'.tt;es as listed previoosly, 
as well as the bnod colors and curn:nt bno.d concept. s~tcs n:p=ntati~ will co11tiDue 
t.o rteeiv~ a sufficient amount of coupons GS they ha~ proven incn:dloly effective in 
gcneJllting new patient surts. 

2004 promotional sales materials will inch1dc: 
o COre Sales Aid 
o ACTIQ Coupons· 
o PoioJcct Dosing Guides 
o Physician FAQ 
o PatimtFAQ 
o Reimbursement Guide 
o Patient Use Q&A Te;i.r pads 
o BTP Wall Chans and Counter Ca.rd.! 
o ACTIQ Mooognpb 
o Promotionally Approved and WLF Reprints 
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• DinctMail 
Dircct m;iliag efforts & 2004willfocusou1CtOmplishl11g the follctwing kay objectives: 

o Comple:me!ll diJect telling efforts 
o Raise awami.css of DTP aad ACTfQ lllDDDC key l.atgets 
o Deliver AClTQ ~ m=sages lo ~e Jnal'ka scg111cn1S 
o Maint11iolcocitixlue c:ommunication with previOU$ direct mail respoodenf 

Most din:r:t RJ•il tirgctt will bo boCh ~·ind Ales ltrge!S. lbcrcfore, Ille sales 
fcxco will bo.prpllidccl whb copies of eacli dirut mail dfoit ro familiarize ~Ives 
witb wbltlw been ~tied to tbeirph}'*ician ~Is.. 

• Mcdlc:aJ M.eeli11e Prorna . 
M~plms a> IUQd• mioimgm ofn.inoAltiotal level coJtVemiou in2004 NKI will 
focua Oii ~ring IUld jmptoving aur ~ &I ttie:so meetiap. Tho pritrlary 
Qbjcctivea will be~ nisc a~ asid to band both ACTIQ md CepbaJop wltin ~ 
pai4 commmii1y. This will bt ICCOCD.P-lisbed ~ the utilizaliao or a tqer bootll 
presc:noe. CM"E sylllpOSia. coJd\l!tmt mHlinp alld o1hc:r medical ~r~ 
promotianzl and ecllc:atioMI dfons. MultipJo ocw boolh panels &Dd a video fot\ISinc Oii 
Illa mecUll.ism of actiao, OTSnt delivety, BTP c~ aod liiration D>CSA~B 
will belp '4 dtlivc:t key mn~ mc:ssagcs_ raise awarmta o( ACilQ md dftfimltiue 
ACI1Q WJD iu compe.ti1.on. A SCJ*'* and distioct Medic.a A&in area llfilbiD tie 
Jqcr booth allo\VS fQr ~stiom reprding UIO of ACTIQ. Jt is cnJCiaJ that 
ACilQ{Ccpha.IOll mamtain and/or iilct=sc iW pttsenoo at ~ key ~ ill fl'dcr t.o • 
be sete 1.1 a tnajor player m the pain nwkd. The 2004 Medical McetiD,g Scba!D.le is 
altlchcd u Appcndx 7. 

• Jntuatt Activity 
As iD 20031 ~ 'IJ'ill unt= ACTTQ.~ to pco~de JrOc1uct lp<Cilic iDfonnlDOQ as 
weU .a 1\11' imOllU!km to bolb p>rysici=s ~ pallcrib. The site wiJJ be updtluf with 
C41r11pl'~M powder for:m'Ul.ctiOD iofotmalioa aDCl viSll.1li in Q3 2003. 

• Jo'llr nal Advertisements 
Mattt:ting will illlpli:mco.l bolh • brllDd«I .single p1ge md a two-page spmd in~ u 
in 2003. The airrent bnrid conecpt will r.:main tbc wnc Ind provide consiitcat branding 
for ACTIQ in .:2004. Additimially, n11riccliXlg will 4avclop 1 oc&branded BTP 
a'll'UCOcss .W~c:ct with the ACnQ braodi.ng demcnlS to c:on:t>lemem lhe bsundcd 
.advestisc:mco&s that wiU appear in the S11111e jOIXTllls. Markeiing plans ID inen:alc jo1.1.11uil 
~cCIJ>ml$ ud /\Cl'IQ'.s iharc of voiec in the p.ie ~L Additional -U:ct re:icarch 
will be pelfonned in latb 2004 It> dclmnine if any irQpfovCSlllCDb Clln be: 1111dc U> lbc 
cunent coocept andjounul advenisements. The compktic ACTIQ ~ p1llJ is ddaiJe4 
in Appendix 8. 
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2004 Journal Advertlsln Distribution 
Jourm.l of Pain 
Jownal of P2in ~ Syaiptom Mamgement 

Pala Pain Medicine . 
Pain Medicine N~ 
PDebcaJ P . M ent 

Alnarican Jollm.l.l of Oncology Review 
Joumal of Clinical Oncology 
JOl1rl)Jl of American Medical Assoc. - Cancer Demo 

Oiacology Iounial of Supportive Oncology 
C>Dcology 
Oncology Net Guide 
<mcolo News lu1cmational 

Mdical Bdn11do1t Initilllivo 
• CME progr11n1 

As dcrnon5f!ated in the past, continuing education program3 arc cxtre~}y c.frc:ctivc in . 
allowing for fuU &cimtific discussion of ACTIQ in the amtext of pure, balanced 
educational programs. Marketing plans 10 implement numerous CME initiative.s: in 2004 
in a range of formats and venues. C\Jrrent and on-going initiatives will be expanded and 
improved wlnle a varic:ty of new initiatives will also be employed. Substmtial resources 
will be applied to CME programs this year due to the 11eed to raise awatellC$$ tllld educate 
clinicians aboutB11'. CME programs for 2003 include: 

• Emerging Solutions_ in Pabs Tfi.Anaual Newsletter 
• LocaVrcgioual CME symposia (CEP Lecture Suie.r) 
• Medical Mc:cting CME Symposia 

o Targeting APS, AAPM&R and ONS 
• CMBTeleconfereuces 
• DirC'CtMail CME Monographs 
• D.ircct.Mail CME Cl)..ROMs 
• . Publication lnsct1s 
• ~}inc CME offerings at WebMDIMcdSCJpe 
• Pairt.com/br~ktlirough 
• EmergfngSolwtionsinl'ain.com 

o The website wiU be complerely redesigned and relaunched in Q2 2004 
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• homoUoUlfdedica.I EduCQUon Progn11U (ME.Ps) 
Peer-to.peer seUlng is a higbly ~tftctivo means. of dc'YCloplllg ACTIQ prr:scribm Qod 
advoc.u:s. Sales-dri Yen promotio.al MEPs have provm l.o be :an e!Tr:ctive way to eonvert 
AcnQ dabblers Uito AcrtQ dlampions. In tddiliO'll to the btulded pn>motiaiul ME~ 
available lo tbc JlllC3 !om:, 11 DOO-btuded ptomoticnml MEP ~ colitled Rnli11;.: 
lk Risk wilt be dcvdoped bd employed in 4004. ne JmpelUr for thiJ program. WllS ~ 
dircc« rc=Jr ftom fmfbtck tteeived at c~ Dll!CilJ)f.c bun p.1bl pllyskians 
rcpsdiog COJICCXm .abwt Oj)ioid abuse ind adaic:tioa 11 wdl u coocc:ms about 
prc.xribing opioida <Sakly io today'• ltgai ~ lbis program is an hnportaot 
"CDldmaliDg for Cephaloa ~ the excdlem sefety teCC>M for AcrtQ. The i:oal of the 
pro~ W111 bo co build local cioanmunities of clillicims iiavolved in tho Y.IOf"lcf or ;iain 
modicine. fuclodiuc poin ~ o~ P$Ydlialri$ts, addictioooJogisU, 
pbl:mt.aci.scs and o°IDCS "Nilb tbc objectives of J) pPlimiDae piti•Aa 04ro a.od 2) CllSUliJ>,g 
opioids m: being~ ~lely and .s:ati:ly. Mamling will provide Nfficiait 
t?OllrCCI to tie sales fOrcc ID driYe the lmpltmcmmtioo of 1111Je$.drfw:n MEl's in 1004. 

• P•bllutiou 
Due io' a lacl: of ~eemaJ support, dircctioo and expertise. OWi ACTJQ ~~team 
assumed rcspoosibilily tor driving AC11Q pabllcalions (Mt wCMlld be of seie1nific 
jr,tcJcte aod lhus provide oamsnereit.I valut in 2004. Tho following ~ \111:11:1 

hi&hliihled as e.reas in l¥blcb pobJication cffortJWCR QCCdod; 

• Simplified dosin.i{titratioo 
• ACflQ utilization 
• ACTIQ\OIJ>~011q1Alil)'oflifc~ 

M:lllWCrlpts focusing au e.ch or~ Uuce a1Q3 will~ s:obmin~ for publication in QJ 
2003. Actual pcl>!iQtian mtes far these manueripu will nio&t likely be somr:lirne in 
2004 and wilJ provide critical Uifcruuijon that will ~ physicjaru about BTP aod the 
benefilJ of ACTlQ. 

Addition.U publication Gffott.a that ca.a provide imrotdlate commercial value will be 
identified at coo.soJtartl ~ 3l>d advisol}' panels to be held in QJ and Q4 2003 and a 
2004 poblicatiOQ plan -,..ilJ (olJow. 

Airis~ T11ctiu 
• CollStllta nt Mteti11p 
MatkctiDg propose.s to host ~jU1Atety six coDSUltanllJ meetings in 2004 to bettDr 
undentand the tduc:ltiOlllll .00 c:J.inle.tl new or ptio ~ists :t.t all levels of 
sophi&ti=tion. These meetings will be hck1 in a varicly or loulions throughout the 
country to bcber WlderSt.lnd dilfc:tC'Oee& boscd on ~)'/region. 

• Cons«Nl&S MHdnGJ 
Mukcting )JtOpol:a IO host 'l'P"l>Dnllltely 12 co1111:t\SU$ meetings lo 2.004. These 
med~ will be a cro5.s .wnpu8' of dUciplinc:s blQ\lght togtthc:f from ~ious regions of 
the couotty iD m :mcmpt to come '° couensus on specifk "ientific issues. 

•• ·~ I• • ' • • • 
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• _Advisory Boards 
Markeling wilJ impletncnt four separate advisory board initiatives in 2004. 

• Marketing Advisoiy PllllCh . 
o Comprised of thrught leading physicians 1reating pain who can 

pmvide insighl foto edu~tional needs and publication and ~ 
stnttgic.s. 

• OD-1.lne Advisoey Panels 
o Comprised of ACTlQ pruenlx:rs (not KOI.s) who can ptovidc insight 

to gujdccducational prognms and marlcet.ing initiatives. 
• Abuse/Addiction Advisory Pand 

• o Comprised of thought leadml in lhe ~as of abuse Bild addicti011 who 
provide i.nsiE;bt into education needs speci& to ibis area.. 

• N-Advisory Paac:l 
o Comprised of both tho'1ght leading nur.= as well llS noo-lbought 

leading Ilut'SeS wbo C311 prDYide msigbt into the educatiooaJ and 
dinieal needs of mirscs. 

D. ACI1Q 2004 MARKET RBSEARCH PLAN 

111arly Proju:ts 
• MaTJccr Dynamics SIVdy 

o Uooerstand how the cunent drivers and pcrecptioDS of ACTIQ and 
competi!.Ols have changed over the past year 

o Understand b:>w customers are utilizing ACTIQ 
o Awareoess and usage measures 

• J'adcnt Chart Stiidr 
o Understand ACTCQ use by strength, disuse .suite, ~nd tberapy mtegy 

• ACNiclmlHCI 
o Measurement of ACTJQjoumal concepts 

• hlieot Flow Analysis 
o Capture patient utiliuition of ACTIQ compa.red to competitors 

Strot~ic Marl:et Re:searcft Projects 
• Nt...- Uicr Alllllysis 

o Understand how new users :u1d t2rgets perceiv~ the me1sage and lhe 
experience of using ACTIQ 

45 

·~ 

-~ 

i 

,__ ___ N_R __ ~l l 
PER STIPULATION AND PROTECTIVE ORDER CEP TPP 10048108 

Confidential TEVA_MDL_A_ 01159308 

P-03601 _ 00046



. I 

I 

-~ 

• Patient Jksearcb 
o Undcntand p~tients' experiences wilh BTP and beliefs and c:xperienccs using 

ACTIQ 

• PatJcat~111eot2tfo• 

o Undasland the mix of ACTIQ prc:~ib= aod potential p1ticnts 

• Podtfoblag I Mtssapni 
o Revisit current posilioninglme.uagiug 

• Customer Gap An:ltysis . 
o Uodentand diff=~ in ACTIQ experieocc and STJ> tbar exi.st bctwun 

physician.t a.nd pcitillllt.t 

Lifcr;ycle Mt1.11agut'lt11t 
• C<>mplete any DDS work {profile assurment) 

• Erploratioo of DD6 (needs :inaJysl& for Jong actin: opfo1d} 

• Guier:lc Defense 
o Undc?staod if we can use pharmicUts as a lever ap.io.st gcnc:ric substi111tion 

.E. PUBLJCRELATIONSPLAN 

In 2003, much pogross has been made in turning key re4nicuuh1f9. includiag die Nwus 
AdviS'Ot)' &ard, into tangible outcomes. Cephaloo'.t wibillr.y in lhc pain CQJnllJ\IUity 

coiiti.Auc:s co pow. and third party patient :uid piafcuioual groups arc i.acreuing lhcis­
OWtl fOQU 0.11 .81]>. 

The 2004 plan will build on these sw:~s and ~" ouvead1 k> multiple: :iudienccs: 
coDS\lllJC1S and ~vers/patient ~ groups; mc:dia; thought leaders; profusiai1&I 
orpnizatie>m; mine$ and ,allied ~ p'ofDG$)onal$; !Wld pbyiici.:am. The jJ~ take$ 
into consideratioD bow these &udic:oces O"fCflap and lnflutl)CC cach other. 

Thctc .llmcgie$ below mve 11S !he b:lsis for tactics tb11t will ellhancc Ccplalon·s ~ 
as a p&nna In pm 1JW111gemcat; ilk"lU5e BlP Mtt ACTIQ ~ lo tlo pain and 
ooc:ology ~ics; spotligb1 BTP 2S a d1s1ioc1 pain synclroJn«; IJld' bighliglit A.CTIQ 
u lhe ooly approved treatment for 'RTP. 

• Position Ct.pbalo!! cs a player ill the paiJI community 
" Rally support &om iey 1adcts 
• Opco dooB IO new reJatiouships 
• Negotiate collabonrions 
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• Coimluoicat.e key BTP niess::iges 
• Associate BTP wilb ACTIQ lnnd 
• Listcn to clinicians' and patic:nts' netds 
• Link clinical ll:nawlc:da<: 10 practice patUms 

Tho core bctical initiatives for the 2004 ACTIQ PR plan IR designed 10 improve 
aw~ of and develop cduca.tional ma.IC:rials about BTP :rnd trc:.atrntnl options; build 
'°ll.ICl\SUS about DTP io !he pain Abd ot)OOlogy c:oovru.tnilie.~; "1'dlgthen tcbtionshlps 
with third putic:s 11.Dd key opinion leaders; 1111d cn}µnc:e media ~ll'ltions. The PR t3(:tic.s 
can be broken doWJl iAt.o fe111r broad categorie: 

• AWaA:DcSS and Eclication Initiativ~ 
• Consenms Building 
• hlatianships with Third J>3ttr 1111d Koy Opinioll Le.1dus 
• Modia R.claboiu 

,f.waruidl 1t11d Ed11cotiott lnIJl4tlvu 
• MF BTP Tools 
S\Jpport i.nl:reated viti'bility and use of BTP oduc:ational IOOls - the Cli.Wcia.o Pocket Card 
Imel tbo Patic:nt Paio Ttadc.cr- developed by the: American Pain Foundation (APF}. Drive 
ln«'a&C$ to ~ts and aregivcrs throoeh radio cc! ptiut mcdi& campaigiis, ~b dlats, 
de. ~dl&toWtionoftools to cfuijd:iM o.odcansumm. 

• OntolOCY rracrlq SUTYOJ . 
J>rovide &J2"l'lt 1o lhird party to ~ ptKtic:a Of OJM»logiSls lo Ccmonstta~ Ullic4'atc;d 
gap between lcnowlcdge (guilldioe.s aod scientific litqaturc) o.nd elloicil via~ iD the 
~ of pes:sistcot and brcakUroqh pain. Promo1e datA to lbc Jlle(fc:a.I 

c.ommunity tbrollp I.be medla to brm.e public 11Ucmion to the under~ and m>dc:t 
uc.etmcnl of BIP. ~1>1y to ~ followed by a public3tion io a .medium n:achin& tbe 
medical oom1111lllity. 

• lkeaktbrougb AWDrds 
Eatablish 1111 awwds pro~ thraueh a iraal lo a third pvty t.o rcc:oinazo rolc models in 
~ breelcthroogll paio. 'Provide pl.tform for awardus to ~ about BTf to 
co Ilea guts, Jo.duding bc>sting • CcphaJon.spo0$0n:d reception -at medical mocting. 

• Speaker Slide .Kit "Put lbe Drakes 1>11 BTI'" 
Develop rpc1kct lcit/Yidco Lillared 10 ~on.t to pati~~cgivcu. Distrib11tc to 
active col'tllll&mity speUCfS to eoha0<:e lbcit disclw1on of BTP mid trc:ltmcllt options. 

• P:.1ift Tndcu EnJ11atio11 
Worlc witti APF \\nd Can~ to create cvidenco-basc:d support {o(utility of A Pf Pain 
Tracker. Convert mult.t of study into (I) clwcim'.s guid8 10 wing Pain Tracker wilb 
patienlS :md (2) medical meeting :Wstract. 
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• BT1' CotnJ1Jutlcatioas CE Procratn 
Deve\op CE progn.m around ~oolcommuni~tion pieces being develo~d throueb 
APP 10 be held at 2004 ONS rncctins-

ComenSJIS B11/'4ling 
• BTP JloUJu'ttable 
Conveac I~ &om the pain. oncology, and patirot advocacy communities Wldcr the 
auspi~ of a paiD-fccused profC$Sional society and a patient advocacy 1toup. Dc:vdop 
consenius statement regmfing what is rcquirtd to improve assessmetit and mmagement 
of B:TP. Disseminate cal.110 action to gl'OllpS' membership :aud promok mess:i~ 10 
mcdia. 

Jlelatlon.ships 'Mth 11tltd PIU'fi,1 0111l}(ey Opinion f.utkn 
· • Constltatncy Gc~p Support I Opportua!dk J.nldtilYeS 
Provid8 unrcsujQfcd giants to advocacy/professional societies to ccmwet educational 
ac:tiviti""~ tb3l RJppOlt B1? ASSC$$1:1tcnl ~ lrellmeot meua,u. 

• Nunu Advisory .Boud 
Seek DOUDJd for and ~ in selected M:ti~lic:$ $11ppol1ed under lhe PR plan. 
Cocrdioate mccting IO identi(y eontinum1 o=is of the profC:ssioJ1&1 and consumer 
comai.llnitir;, and~ J!l'Ogl'1IDl dira:tions for fullJcc ac:livitics. 

• Profcuio~ Mttc.lap 
ln11:tad with thought bden at key pcofcssionil society meetings to mai.ot&in Ccpbalon's 
positioa as a playu ud partner, and increase ettcoJion oo BTP and AcnQ. Ho.st 
~d~enti, 

/,! e4ill Itel• tion:r 
• News 81U'HU 
Broaden public and professional undersmnding of DTP tDd ACTIQ m~ thrm1gb 
various ~ctios, such as: knct$-to-lh:-ed.itor fi'om thougbt le:iders in response to 
misleading journal articles; paclcagcd t11dio and print ftalllres on B1'P; radio intcoicws; 
patic::nt-authorcd articles for 1'tlVSlell~ aoJ web sites; Dl'P wc:b chats; etc. 
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A.Pl'ENDTX 

1. 2003 A.CTIQ .Jourul Ad:11ert~menu 

2. Lon~Act.i•g C>ploids ;uul Sbort-AC:ting)'su<e OpiOtds 

3. :Potendal COlllpetiton 

t 1004 Tadic:al Plan by Kty M11rbtf..g Sttiltegy 

s. 2064 Tadbll'lan lmplementaUo:a Tlmdlae 

6. Z004 Tacd~ Bu.dget 

1. 2004 ACTIQ Medlw Mrdiog l'ba 

8. :21104 Medla Platt 
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1. 2003 ACTIQ Journ.al AdvtrtUements 

AcnQ OJ!e-hge Advuttstmcnt 

"When onset matters .. ~-

Aalqoncall. 
~: - --·-· ·- ·-·. -. e ... -~ 
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1. 20'3 ACTIQ Journal Advcnisements (co11tiand) 

ACTIQ Two-Page Spr~Advcrtisancsit 

When o~ matters ••• 1\ctiq on cail~ 
~·- ·= .. ~ .. ,.,~ 
~.,u ----- r!!"=t= 

--
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.... . . ... ,. ..... . 
. CootrOIJC(t.R.elc:&Se . ~ :.~.·. ".. ' .. 

. , · t ;. • ..: .::;;ir:~~:!,~;··~ ~:-:. ~~~;:> .. ~~ •'·· .:;..· = 

Oxycoc:lone· 

Morphine• 

.Hydromorphone· 

0l'ylR 

(hyFast. 

Roiticodone 

MSlR 

Roxuol 
Oilwdid 

Ox:ycodorie HCl Pu:dt1t ~ 
Im.medi•te-Jletea~ 

OxYeo<!ooeHO .·: PJ?ldll~?~ 
Immedia1t:Re1ease • 

MOTJ>hine Sulfate .PuiduePharrna 
Mocphlne Sulfate Roxane 

Hydromotpbone HCI KnolJ!Al>bott Labs 
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J. Potential Coaspdfton 

lraOLSmucosat fen~ 
BEMA &ystam {bloerodlbla 
mucoadhesi\lc system) !Of 
chtonic n ~ J!TC! __ 

Two PhaMI llb coinpleted whld1 
4-11on1nlod safety, etncacy 
and doso reprocNdbftlly 
comparablo to N morphine 

NOA~ '4Q03 ol the 
latest wit. eertm FDA approval 
esllmale la year..-id 2oo.t 

Delay In initiation of PN.I• II 
progrwn due to ~y 
fiNndal ~ lnilleton °' 
PfoOOI"' In 2003 depends of 
flnaneial performance or the 
cornpony; 200Sl'2006 lal.l"dl 
planned. 

PhMO II 

PER STIPULATION AND PROTECTIVE ORDER 

Confidential 

Goali51olll0Ve 
developrneri to the 
si~dase dlMoe 
lo teduce size IOd 
cost ol device 
olferod lo aeianls 

Initial lrooase in 
plftsmo 
concenr.itlans or 
fenlanyf thli mimics 
the rapklly nonnally 
ediie-1 ody 'M°Wl 
inUeVtl'lQUI inAl&ion 

Susta~ 
lherapoutlc plmmo 
~Olllr"lionslhat 
m1m;c lhe longer 
durotlon ol edion 
l\Onn•ly auoci:i.led 
with slow msee 

oduc:U 
The BEMA Alm is a 
am;ifl, seml•oll ~ 
that ollleres to lhe 
mucosa and deliveni 
lho drug as lt 
biowodes. 
Rolllid ansel of 
aWori with a short 
duration; rlOr.­
lnv~;v. 
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x x x 
.. x x x 

x x 
x x 
x x x 
x x x 
x x ·x 

~tJ x x 
x 

x x 
x x x 
x x 
x x x x x 

x 
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S. 2004 TacttaJ Plan Implementntfoll TlmtUne 

x x x x x 
x x x x 
x 
x x x 
x x x x 

x x x x x x 

x x 

x x x x x x 

x x x x )( x 
x x x x 
x x x x x x 
x x x x x x 
x x x 
? ? ? ? ? ? 

x x 
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x x x 
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x x x 

x x x 
x )( x 
x x x 
x x x 

? ? ? 
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x 

x 
x 
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x 
x 
x 
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7. 2004 ACTIQ Medical Meetillg Plan 

' '"'"I!. OJ·~ • • ~ le..: ''1'in Qt;~ (h :'it"! ~ f<clJll~ it Of .\~c1Hfl?H 

AABl'M- Amcrlcu Academy or 
Hospice a11d Palllative Mod.ldne 

January 21-2S ~ ~~cc:aco soo 
~1>2. 

AA.PM - Amerit211 Ac~emy ofl':Wa 
Med;ldlle 

~4-, 20lll0 Pain 600 
Orlmdo.FL 
A.PS - Anlericaa Pain Society · 
May6-9 20ic)0 Pale l,000 
V_...n-, Canada 

ONS· On~olo~ Nuslng SocWy 
Apnl2!>-Mll)'2 ~ O.coloS)' l.SOO 
Anahciril, CA 

ASCO -Amufcan Sadcty or ctinlcal 
Oacoloa 

Ju...,5-S 20xJO Onffioa 22.000 
New """-• LA 
AAl'M • A.ulerican At.iademy or Pala 
M~gnoeDt 

Soptmebu S-l2 20>20 l':aio 1.000 
Su Amtooio. TX 
AAPM&R ·America.a Ac:adet'f\Y or 
Physkal Medidnc & Rehabilitation 

()ctobec7·10 lOJl.20 ...... 2,000 
Pbocclx, AZ 
ASA Americsn Society of 
AneJfbesloloS)' 

Ootobcr~Z7 20120 Aou1hcsia 16.000 
J.as vcc111,, NV 
ASTRO· AJJleric:a.a &>citty for 
Tbenptutic Radiology & Oncofoor 

Oclot>tr 3.7 lOalO 
All>Ata,G\ 

Onoolor,y 9,000 

ONS - Onc:ology Nursing Society -
Jnstitutcs ofl.urnlng 
l'lov.m~rS·1 10•'0 OncoloQY 8.SOO 
Nash• illc. TN 
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