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CONGRESS MAY ADDRESS DTC ADS
IN PDUFA REAUTHORIZATION

AsCongresswel ghsreauthorization of the Prescription Drug User Fee
Act (PDUFA), someobserversare concerned that thelegid ation may attract
amendmentsthat havenothing to dowith user fees, likeprovisionsaffecting
how drug makersmay usedirect-to-consumer (DTC) advertising.

“The PDUFA 111 bill likely becomes an attractive target for
amendments such as Hatch-Waxman reform and DTC advertising re-
strictions,” forecast aresearch note by investment firm Saloman Smith
Barney. Several House membersin the past have expressed interest in
enacting DTC restrictions, including Rep. Pete Stark (D-Calif.), who
hasintroduced abill to deny tax deductionsfor unbalanced DTC ads
(Drug Marketing, 1/30, Page 2).

However, officialsfromindustry and the FDA, aswell asakey mem-
ber of Congress, have urged legidators not to use PDUFA reauthorization
asameansto address such issues. For instance, House Energy and Com-
merce Committee Chairman Billy Tauzin (R-La) told hisfellow lavmak-

(See PDUFA, Page 8)

GENOTROPIN DIRECT MAIL EFFORT
FEATURED ATYPICAL PACKAGING

Creatively packaged mailersmay catch physicians eyesand avoid
the"unread” fatetowhich direct mail oftenisdoomed.

TheDel or Group, Louisville, Ky., abrand identity firm, recently
completed adirect mail campaign for Pharmacia s Genotropin. Thethree-
piece campaign focused oninforming phys ciansof thegrowth hormone
replacement therapy’ snew indication for thelong-term treatment of
growthfailurein children who were born smdl for gestationa age (SGA).

(See PHARMACIA, Page 2)
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SGA isill-definedinthe U.S., wherethe condi-
tionisreferredto by avariety of names, suchas”in-
trauterinegrowth retardation.” Thefirst piecein
Delor’spackagewasintended to clear up thisconfu-
sion and establish SGA asthe proper term.

Delor desgnedamailer andfurleditingdeatrans-
parent tube. Thetubestuck out incomparisontothe
“typicd flacmallers’ drug makersusualy sendto phys-
clans, according to marketing director Patrick Blair.

When physiciansopened thetubeand unfurled the
mailer, they saw variousnamesfor the conditionwritten
inasmadl font and aquestion mark loominginthe
background. Meanwhile, theterm*small for gestation”
waswritteninalargefont, asif to answer thequestion.

Physician Education

Thefirst piece was unbranded and mailed
prior to launch of the new indicationin July 2001,
followed by asecond piecethat hit physicians’ of-
ficesimmediately following launch. Intended to
educate physicians, the second piecetook the
form of afolder. Inside the folder was aletter

from Pharmacia smedical director discussing SGA
and itstreatment with Genotropin.

Thethird piecewasmoreplainly promotiona,
Blair told Drug Marketing. The piecefeatured avi-
sual image of acommon child’stoy, astack of color-
ful ringswith onering missing. Theimagecommuni-
cated to physicians*theremay be something missing
inyour patients,” Blair said.

Del_or now isdesigning afollow-up campaign, a
major goal of whichistoinform physiciansthat SGA
iseasy to diagnose. Another objectiveistolink more
closdly the condition with Pharmaciaand Genotropin.

Genotropinistheonly growth hormonereplace-
ment therapy withanindicationfor SGA, yet other
brands may be substituted off-label for Genotropin.
Since Pharmaciamadetheinvestment to study SGA
and get orphan drug exclusivity, thecampaign will try
to highlight thecompany asaleader inthefieldand
minimizewhat isknown as*rotational prescribing.”

Delor asorecently added asclientsLilly,
Novartisand Abbott. For moreinformation on the
firm, visit http://mwww.del or.com.

COMPARISON OF SALES BY CLASS OF TRADE FOR 2000-2001

Clinics became a larger avenue of script purchases in 2001, comprising 5.5 percent of sales versus
5.1 percent in 2000. Meanwhile, independent pharmacies continue to decline in importance, with their
percentage of sales dropping by 0.5 percent, according to year-in-review data compiled by NDCHealth.

WAC = Wholesale Acquistion Cost
LTC = Long-Term Care

2000 2001
Class of Trade WAC WAC Change
Chains 66.5 78.2 17.6%
Independents 229 26.0 13.5%
Food Stores 15.3 17.7 15.7%
Mass Merchandisers 6.2 7.7 24.2%
Mail Order 19.8 24.1 21.7%
Hospitals 24.9 28.5 14.5%
Clinics 9.0 115 27.8%
LTC Providers 52 6.1 17.3%
Pharma Wholesalers 25 3.6 44.0%
Home Health 14 1.7 21.4%
Managed Care 1.0 0.9 -10.0%
All Others 1.7 1.8 5.9%

2000 2001
% of Sales % of Sales  Change

37.7 37.6 0.1%

13.0 125 (0.5)%
8.7 8.5 (0.2)%
35 3.7 0.2%

n.2 1.6 0.4%

141 13.7 (0.H)%
5.1 55 0.4%
29 29 0.1%
14 17 0.3%
0.8 0.8 0.0%
0.6 04 (0.2)%
1.0 0.9 (0.1)%

Source: NDC Health
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SALES TERRITORY ALIGNMENT
KEY TO MARKETING SUCCESS

With the average drug maker targeting approxi-
mately 200,000 out of 800,000 total prescribersin
the U.S. and employing asalesforce of between 500
and 600 reps, divvying up territoriesiscrucia toen-
suring maximum market coverage.

Territory alignment becomesanissuewhenever
companiesmerge or expand their salesforces. Itis
important to divvy up territoriesnot based upon
workload alone, but to consider “timesize” and“dis-
ruption” aswell, according to Jean-Patrick Tsang,
president of Bayser Consulting.

Timesizefactorsin how muchtimerepsmust
spendintransit between details. In other words, if
two territorieshave an equal number of prescribers
but oneterritory islesscompact than the other, that
repwill haveamoredifficult job. When calculating
timesize, takeinto account the size of the geographic
area, but also other variables such astraffic conges-
tion, Tsang advised.

Reps’ successhinges, to alarge extent, ontheir
relationshipswith prescribers, relationshipsthat often
requireyearsto develop. Thus, “disruption” isanother
key consideration.

Before assigning anew rep to a prescriber,
consider therelationship that already existswiththe
rep currently servicing that prescriber. In many
cases, itisnot worth it to disrupt that relationship,
even if achangewould seemlogical for other rea-
sons, Tsang told Drug Marketing. He offered other
tips, aswell, such as:

0 Includeinthetarget audience prescribers
who are marginally inexpensiveto visit. In other
words, if anaccountissmal, butit’slocated right
acrossthe street from alarge account, it may be
worth servicing becausethe costsare minimal. Con-
versely, “thismay a solead to dropping mid-sizeac-
countsthat would cost therep aspecid tripto get
there,” Tsangsaid.

[0 Theoptimal alignment is not necessarily the
ideal alignment. Sometimes, an alignmentisoptimal

intheory, yet flawed in practice. Thisisbecausethere
isavauetoinertia, according to Tsang. Thefewer
changesyou make, thefewer disruptionsyou create.
Therefore, “theoptima must bedefinedinrelationship
towhereyour adignmentisat currently.”

0 Givestrong repsalarger workload and a
larger proportion of tough accounts. Tsangillus-
trated this point by drawing an anal ogy to sports
teams. On asportsteam, you don’t expect each
player ontheteamto contributeequally inall areas
of the game, such as scoring, passing and defense.
Rather, “therole and importance of each team player
dependson higher relative strengthsand weak-
nesses,” hesaid. “Why arethe expectationsfrom ev-
ery team member al of asudden equa whenit comes
toterritory alignment?’

0 Remember the half-third rule. When splitting a
territory into two, split thebusiness potentia equally
between the current rep and the new rep, Tsang ad-
vised. “However, split salestwo-thirdsto one-third,
withtwo-thirdsof thesalesstaying with the current
rep.” A 50-50 salessplitisunfair to current reps, who
“worked hard to build their territories. New repshave
toearntheir stripes.”

O Target nationally, but adjust locally. Your re-
search may suggest targeting thetop 3,000 prescrib-
ersintheU.S. Yet in areaswith adense concentration
of prescribers, repsmay haveto drop the bottom ac-
countsintheir territory even though these accounts
rank among thetop 3,000 nationally. Conversely, in
morerural areas, therep may haveto pick up ac-
countsranking below thetop 3,000 nationdly. “ This
makes perfect sense as soon asyou consider the op-
portunity cost of therep,” Tsang said.

0 Automatic alignment is the way to go. Tra-
ditionally, territory alignment has been done manu-
ally. However, using technol ogy to perform auto-
matic alignment will allow drug makersto analyze
wider scenarios much more quickly, Tsang said.
That said, “human interventionisstill necessary be-
cause many ‘ soft issues’ are not captured inthe
data.” Soft issuesinclude knowingwhichrepis
about to go on maternity leave, or be promoted or

(See TERRITORY ALIGNMENT, Page 4)
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TERRITORY ALIGNMENT, from Page 3

fired. “Thisiswhy it isimperativethat theaignment gener-
ated by an automatic process be checked and adjusted by a
business-savvy salesperson.”

Bayser Conaulting wasfounded in 1996 and specidizesin
sdesand marketing for pharmaceuticd, medicd deviceand diag-
nosticsmanufacturers. For moreinformation, contact Jean-
Patrick Tsang at (847) 920-1000 or bayser @bayser.com.

CALENDAR

March 24-26 Medical Resear ch Summit
Washington, D.C.
International Association of Privacy Officers
(800) 546-3750 or (215) 545-3864
http:/Aww.researchsummit.com/

March 25-26 Biologics Development
Chelsea, Mass.
Barnett International
(800) 856-2556, ext. 2200
http:/AMwww.barnetti nternational .com/
clintraining/BioT0302.pdf

March 25-27 DrugMaster FileWorkshop
Washington, D.C.
Michigan State University School of
Packaging
(517) 355-3603
http://Amww.DM FWorkshop.msu.edu

March 25-27 ElectronicIND Submissionsand Global
| ssues
Irvine, Calif.
Drug Information Association
(215) 628-2288
http:/mww1.diahome.org/Content/Events/
02018.pdf

March 25-27 Rx and Biotech Portfolio M anagement
Philaddphia
Strategic Research Ingtitute
(888) 666-8514 or (646) 336-7030
http:/Amww.gringtitute.com/part_iter
dte pagecfmteration id=262
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CLARITIN SWITCH TO OTC MAY
RAISE MARKET QUESTIONS

Schering-Plough’sdecisionto try to switch
Claritinto over-the-counter (OTC) statusraisesa
giant question mark over the non-sedating antihis-
taminesmarket: If Claritin (loratidine) goesOTC,
what salespotentia remainsfor Rx adlergy products
likeAventis Allegraand Pfizer’sZyrtec, aswell as
Schering’'sown Clarinex?

Some observershaveforecast that the Rx al-
lergy market will shrink significantly. Assoonasa
non-sedating antihistaminebecomesavailable OTC,
managed careproviderslikely will stop covering Rx
products, Francesco Internationa President Steve
Francesco told Drug Marketing.

Also, theremay be competitioninthe OTC
marketplace, as Johnson & Johnson and American
Home Productshavefiled genericloratidine OTC
applications (Drug Marketing, 2/13, Page 1).
Competition may bring pricesdownto alevel below
the average co-pay for Rx alergy treatments,
Francesco said.

Just daysbeforeannouncing itsplan to switch
Claritin, Schering-Plough had launched an aggressive
ad blitz for Clarinex, thewoul d-be successor to
Claritin. Yet now the* potential for Clarinex hasdra-
matically decreased, ashasthe potential for Allegra
and Zyrtec,” headded.

‘Marginal Advantages

If thesethree productswere significantly better
than Claritin, doctorswould continueto prescribe
them, evenif they cost patients more money, ac-
cording to Francesco. However, any advantages
Clarinex, Allegraand Zyrtec may offer aremargina
at best, he said.

Sepracor’s Soltarahad been heralded asa
breakthrough product —investment firm Morgan
Stanley praisedits” best in classcharacteristics’ —
and may haveflourished evenif faced with competi-
tionfrom OTC loratidine. However, theFDA March
7 issued Soltaraanon-approvablel etter.

“The Soltaranon-approvableletter meansone
lesscompetitor thisyear” for Clarinex, aSaomon
Smith Barney report noted. Forecasting the market
beyond thisyear, however, becomesextremely diffi-
cult dueto anumber of unanswered questions, the
firm added. For example (and assuming the FDA
sanctionsthe OTC switch):

O Will Schering’'sOTC Claritin get threeyears of
marketing exclusivity, or will thedrug maker have
to competewith J& Jand AHP, both of whom
havelarger consumer health operations?

0 Will theswitch precludegeneric copiesof Claritin
fromthe Rx market?

0  How muchexclusvity will Clarinex get beforethe
FDA pushesit OTC, too?

AnFDA committeewill review Schering-
Plough’sapplicationin April, and an action dateis
set for November 2002.

“With the market introduction of Clarinex as
thefirst and only prescription non-sedating antihis-
tamine approved for the treatment of indoor and
outdoor allergies, moving Claritinto OTC status
would give Schering-Plough an opportunity to es-
tablish brand leadership in both the prescription and
OTC categories,” said Richard Zahn, president of
Schering Laboratories. Schering-Plough said the
switchisintended to:

[0 Addresspotential changesintheregulatory,
hedlthandlega environments.

[0 Introduceasafe, non-sedating antihistamineinto
the OTC marketplace.

[0 Pogtion Clarinex and Claritin asthepremier
brandsintheRx and OTC allergy categories, re-
Spectively.

0 Maximizethecombined valueof the Clarinex and
Claritinbrands.

Allergiesaffect an estimated 45 million peoplein
the U.S,, according to the drug maker. Seventy-
seven percent use either an Rx or OTC treatment.
Among treatment users, approximately 37 percent
only use an Rx product; 32 percent use acombina-
tion of Rx and OTC products; and 31 percent rely
solely on OTC products.
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ONE IN THREE PATIENTS DISCUSS
DTC ADS WITH MDs, POLL SHOWS

Direct-to-consumer (DTC) advertising worksfor
drug makersand consumersalike, according to asur-
vey by Prevention magazine, conducted with techni-
ca assstancefromthe FDA'sDivision of Drug Mar-
keting, Advertisng and Communications(DDMAC).

The Prevention study underscored the marketing
benefit to drug makersof advertisng Rxsdirectly to pa-
tients. Results showed that 99 percent of those sur-
veyed“haveseenaDTCadontelevision,” and 32 per-
cent havetalkedto their doctorsabout adrug they saw
advertised. Of those consumersdiscussing drug ads, 50
percent said they got ascript for themedication.

Other datashowed that 79 percent of those ques-
tioned saidtheir doctorswere*“very” willingtotalk to
them about the advertised medicine, and 27 percent said
their relationshipswith thelr doctorsimproved because of
the conversation they had about theadvertised drug.

Thelatest findingssupport many of theconclusions
of thethree other studiesrel eased sofar thisyear, in-
cluding two Pfizer-sponsored surveysrel eased last
month (Drug Marketing, 2/20, Page 5). The com-
bined datafromthestudies* show clearly that consum-
ersappreciate DTC advertisng and that companiesget
the biggest advertising bang for thebuck.” American
Enterpriselndtitute (AEI) resident scholar John Calfee
told Drug Marketing. AEI hasanayzed Satisticsfrom
avariety of studies, datingto 1999, Cafeesaid.

DDMAC offered adviceto Preventionfor its
survey because*”itisoneof thefew studiesavailable
that tracks consumer reactionsto DTC adsprior to
and following the 1997 guidancefor broadcast adver-
tisng,” said Deputy Director Nancy Ostrove.

That guidance eased Rx advertising rules, an ac-
tion healthcare providershave argued contributed to
soaring drug costs. DDMAC isusing survey resultsto
support itscontention that DTC adsinform consumers
about drug benefitsand risks.

“ Although thereisroomfor improvement, giving
consumersinformation in abalanced way should help
them participateintheir own care and servethe public
hedlth,” Ostrovesaid.

Shetold Drug Marketing that the study sup-
portsthe concept that DTC ads might hel p patients
stay compliant with prescribinginstructions. Data
show that 57 percent of Americanswho takean Rx
drug have seen advertising for themedicinethey take,
with 40 percent of those saying the ads make them
fed better about the drug'ssafety and benefits.

Nearly oneinfive consumerswho see“their”
drug advertised said thetelevis on commercidsmade
them morelikely to take their medicine, Ostrove said.
“Whiletheresultsarenot 100-percent conclusive,
data seem to suggest apositive association between
consumer advertising and consumer compliance[with
druguseingtructions].” That relationshipisimportant
becauseincreased compliance* should provetore-
ducelong-term hedlthcarecosts.”

Other key findings showed that 81 percent of
Americanssaid DTC advertising informsthem about
new treatmentsfor acondition they may be suffering
from; 64 percent said DTC ads help them be more
involved in decisions about which drug to take.

Prevention surveyed 1,601 adultsage 18 or
older livingintheU.S. Interviewswere conducted by
Princeton Survey Research from Sept. 19to Nov. 7.
The survey wasfunded solely by the magazine.

PEOPLE

Stiefel Names National Sales Manager
Dermatology drug maker Stiefel, Suwanee, Ga.,,
named Tom Weider itsnationd salesmanager.
Weider will bein chargeof al field repsinthe U.S.
and Puerto Rico, aswell asadministrative sales sup-
port staff. Heformerly worked at Aventis,
Boehringer Mannheim and Beecham L abs.

Blaug Joins Regeneron As Marketing VP

Regeneron, Tarrytown, N.Y., gppointed Suzanne
Blaugitsvicepresdent of marketing and sales. Blaug
joinsRegeneron from Bristol-Myers Squibb, where
sheserved asvice president and brand champion for
theWorldwide MedicinesGroup.
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ANTIDEPRESSANTS

DE-STIGMATIZING DEPRESSION
HAS HELPED GROW MARKET

Eli Lilly’sdirect-to-consumer (DTC) advertis-
ing campaign for the anti-depression drug Prozac
spurred positive mediacoverage of the product and
hel ped to make depression amore socially accept-
able, even trendy, condition, thus opening doorsfor
drug makers marketing anti-depressants.

“Clever marketing by Prozac, inadditionto media
coverageof anavalancheof celebritiesreportedly suf-
fering from depression, haved| helpedto de-stigmetize
theconditioninrecent years,” said Datamonitor’s
Nick Alcock, senior psychiatry analyst.

Lilly’'sDTC campaign featured the sun—asym-
bol of happiness—inaseriesof adsfor thedrug. In
onead, asmiling sun replaced theletter ‘0’ in Prozac.
Thissymbol created astrong brand image of thedrug

asa“happy pill,” Alcock told Drug Mar keting.
Consequently, the mediapicked up onthisimageand
fed the public“aconstant diet” of storiesabout de-
pression and itstreatment.

Alcock recaled “itsfamiliar greenand white
capsulegracing the coveted coversof Timeand 1D
magazines.” Headded, “Itisundeniablethat media
hype hasgiven thisdrug cult status and made Prozac
ahousehold name.”

Even so, somecriticshavederided Lilly’sef-
fortsto brand Prozac, claiming the company’sDTC
ads set unrealistic expectationsfor people suffering
with depression. For example, AdbustersMedia
Foundation, anon-profit network of social activists
based in Vancouver, British Columbia, has published
aparody of aProzac ad (http://adbusters. org/
spoofads/misc/prozac).

NEW MEXICO PSYCHOLOGISTS
GET PRESCRIBING AUTHORITY

A bill signed March 6 by New Mexico Gov.
Gary Johnson (R) will allow psychologiststo pre-
scribe psychotropic drugsto patients. New Mexico
thusbecomesthefirst tateinthe U.S. toinstitute
such alaw and open anew market for anti-depres-
santsand other drugsto treat mental illness.

Makersof anti-depression drugsnow arelikely
totarget psychologistsin the state, forecast Nick
Alcock, senior psychiatry analyst at Datamonitor.
Furthermore, widening the pool of prescribersmay
resultinanincreasein the number of scriptswritten
for depression.

Inevery other state, psychiatristsprescribethe
magjority of psychotropic drugs. Yetin New Mexico,
therearelong waiting timesto seethefew psychia-
tristswith practices outside of themajor citiesof Al-

buquerque and SantaFe. The new law, therefore, is
intended to ensurerural residentshavetimely access
to anti-depression drugs.

Because psychologistslack amedical degree,
they will haveto receivetraining and certification be-
forebeing given prescribing authority. Four other
states—Georgia, Illinois, Hawaii and Tennessee—
have pending |legidation on prescription privilegesfor
psychologists.

“ Statistics show that thereisapublic health need
inlargerura areaswith menta health servicegaps,
anditisour understanding that thisisparticularly true
inNew Mexico,” said Russ Newman, American Psy-
chologica Association executivedirector for profes-
siond practice.

“Increasing the number of mental health profes-
sionalstrained to prescribewill improve accessto
quaity menta hedthcare,” Newmansaid.
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PDUFA, from Page 1

ers, “We cannot allow reauthorization of PDUFA to
beturnedinto aChristmastree.”

Whileacknowledging that both Republicansand
Democratshaveideasfor FDA reform, “thisisnot
thevehiclefor consderation of thosematters,” Tauzin
said at aMarch 6 hearing.

Others speaking at that hearing echoed thecall
for clean, swift passage of new PDUFA. AsLes
Crawford, thenew FDA deputy commissioner, ex-
plained, “ Any hesitation or delay inthereauthorization
of thisprogram could trigger sudden erosionin our
work force, particularly among senior reviewers
whoseskillsarein very high demand.”

“Congress needsto act with all duespeedtore-
authorizethisprogram, assuring these empl oyees of
the shared commitment of al partiesto continuethe

programfor another fiveyears,” saild Eli Lilly’sTimo-
thy Franson, vice president of clinical research and
regulatory affairs. Elan’sMary Pendergast, executive
vicepresident, added, “ Timingiscritical inthisreau-
thorization process.”

Industry and the FDA reportedly havereached
an agreement on various aspects of the user feespro-
gram. However, thisdoes not mean Congresswon't
haveasay inthefina outcome. Thecommitteeaims
tomovethe PDUFA 111 bill toaHousefloor vote by
April. Thecurrent PDUFA sunsetsin late September.

Reed Smith attorney Marc Scheineson, head of
hisfirm’sfood and drug practice, saidit’slikely “a
pipedream” to believe PDUFA 111 will passthrough
Congresswithout any amendmentsadded. A number
of conceptscontainedinthe FDA Modernization Act
of 1997 never have beenfully implemented, hesaid,
and may be addressed again now.

BRIEFS

Group Launches Anti-Industry Campaign
The American Medical Student Association
(AMSA) in April will launch anew educationd initia-
tiveto encouragemedical studentsto abstain from ac-

cepting giftsfrom drug makers.

“1t’ simportant to communi cate strong ethical
behaviorsto the medical student community before
they areindoctrinated into the habits of accepting
freelunches,” said JayaAgrawal, AM SA'snational
president and afourth-year medical student at
Brown University.

Survivor Leads Campaign For J&J
TinaWesson, winner of thereality-TV series
“Survivor: The Australian Outback,” will serveasoffi-

cial spokesperson for arheumatoid arthritis(RA)
awareness campai gn co-sponsored by Centecor, a
unit of Johnson & Johnson, and the Arthritis Founda-
tion. Wesson hersdlf suffersfrom RA. Meanwhile,
FamilyPractice.com added a J& J-sponsored video

lecture seriesto itsonline continuing medica educa
tion offerings. The seriesistitled, “ Management of
Symptomsand Behavior Associated With Psychosis.”
Theweb siteisdesigned to meet the needs of family
practice physicians. For moreinformation, visit
http://www.FamilyPractice.com.

Hispanic Consumers Prefer Spanish
Seventy-four percent of Hispanic consumers
prefer to receive healthcareinformationin Spanish,
whileonly 6 percent indicated apreferencefor En-
glish, according to astudy by multicultural marketing
agency Tapestry, Chicago. For moreinformation,
contact Cristal Mendlen at (312) 220-4470.

SoftWatch Offers New Web Site Service
SoftWatch just released its Quick Launch portal
deployment program for thedrug industry. The pro-
gramisintended to shavetime off the process of
implementing and deploying atargeted web Site. For
more information, visit http://mwww.softwatch.com.



