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RE: Docket No. 2005N—O354
Dear Sir or Madam

Eli Lilly and Compa;ny (Lilly) reapectfuﬂy submlts the follrmr'_. - ’wrltten comments regardmg

the September 13, 2005 Federal: Regrster notice annauncmg
; Dlrected Promotlon of Regulated Medlcal Products '

Lilly is a Ieadmg, 1nnovatlon~drmen corpora‘tron comm1tted;
of best-in-class and first-in-class pharmaceuncal products that people. live longer, -
healthler ‘and more active lives. We are: committed to pro’ wjers that Matter —

through medlcmes and mformatmn - for some of the World s most urgent medlcal needs

'1op1ng a growmg portfoho -

Given the mcreasmgly complex h;ealth care system L111y knows that patren.ts are seeking more
information about diseases and trea ts asking questions, evaiuaUng information, and
actively participating in. health’ : ion-making, L111y believes that direct-to-consumer
(DTC) advertlsmg prov1des ma beneﬁts including raising awareness of diseases and
conditions that are often undia gndsed untreated or under-trea ed. company respons1b1e
for developing new, innovative medicines, Lilly understan s its duty to provide information
that is truthful, accurate and balanced In the spirit of providing 47 ers that Matter in all
consumer communications, Lllly established the followmg p' iples in 1998 to. help serve as
a guide in ‘upholding the corporate responsrb111ty that accompames the creauon and executlon
of DTC commumcatlons : S

e We will educate physwlans and other health care prefessmnals about Lllly medrcatrons :
before advertising them tOfthe pubhc : ‘
o  We will involve pauents and health care professmnals in the advemsement ;
development process to obtamzthelr perspectwe and input regardmg DTC campa1gns
e We will adhere to all applwab > laws, regulatzons and standards regardmg DTC
advertlsmg Th1s mcludes .,teatmg advemsmg that provxdes clear, accurate and -

oosm-oRsy .

; Answe,rs’That‘ Matter.
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responsible mfonnatzon that is falr and balanced m both the beneﬁts and nsks
associated with the medications,

e We will not knowmgly create. advertlsmg that contams false mtsleadmg, exaggerated
- orunbalanced statements or visuals.
e  Ifreminder adverusemen [s are used we will provxde
information about our :medicatmns as well as hox
~ conditions bemg treate:d By those medlcatlons 1
o We will create DTC oampalgns that reinforce the patic
eencouraging patients to seek addmonai mforrnatlon-_ a
“providers. -
e We will create DTC campalgns that educate and errcourage appropnate use of Llﬂy
medlcatmns g
o We w111 not target advertl smg dlreotly to 1nd1v1duals under the age of elghteen

» ‘t_:o‘ eae;ﬂy access more
gnize afn.d‘: understand the

phys;man relatlonshm by
guldance from health care

In August 2005 Lxlly announced ts support of the Pharmaceutical Research and ,
Manufacturers Association’s. (PhRMA) guldmg prmczples for direct- ‘-cbnsumer advertlsmg
Lilly committed to act in accordance with, or exceed, the: pnnc:ples»and t0 be in full
compliance with the principles within 60 days Lilly also a 6 "hzgher standard for -
Cialis DTC television broadcast: advertlsements by comm: target advertlsements to -
programs ‘with at least 90 percentgadult viewers and ¢ avoi sing ,dqrmg,programs where
a large : number of younger v1ewexs couid be present o Lo

: i

Eviiienee—based policysdecisiom%r o

The benefits of dlrect-to consume,r promotwn have been Wldely de cumented and several
surveys show strong consumer support r direct-to-consumer promotzon of medical products
Despite such evidence, there are jestions regardmg the consumer’s ability to -
understand and comprehend th sks communicated in d1rect~to-consumer
promotion. Indeed, the role of the; FDA ir protectmg public health requires these questlons to
~ be asked and answered. However, the manner in which these answers. are ascertained is of the
utmost importance. It is paramount to makmg good pohcy decisi at stakeholders utilize :
an evidence-based approach for answeting questions regardm the presentation of information
on benefits and risks in dlrect-to-oonsumer promotlon Such an approac quires adequate
consumer research to determine from the many possible : appro: aches the most: comprehensible -
way to communicate to consumers An ‘evidence-based approach r1t1ea1 to the foundation

of good policy deczsxons and esseﬁtlal if subjectmty and mter{j ive. dlfferences are to be
minimized. ‘ \ : . =

‘Benefits of Direc’t—tOkcdnsumér ~Adve1?ti¢sing\ .

The mformatzon—seekmg health care consumer '
Access to information is a key to patient-centered health care Dlrect—to—consumer promonon
,plays a critical role in 1ncreasmg rd1sease state awareness and treatment avaxlabﬂlty, and it
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directs the consumer to appropna' resources and mformatlon Many patlents feel compelled
todo their own health care research; 1 , due toa number of fa tors, '
Wldespread avallabllxty of such mformatton on the: Intemet 1
physicians during their actual visit, Accordmg to the 2004 M
report, of all US adults: B e 5
& 39% look for 1nformatlon before they have any symptom Ny
‘o 41% look for mformatmn before they visit the doctor
o 51% look for mformatton before they begln takmg

hmited time with
"attan« Resea:rch Cybercmzen

cription medication -

for themselves and their
eported the following

~In addttlon pattents want actlve involvement in treatment
family. In March 2005, the Blue Cross & Blue Shield Assoc
information from a study conducted by 1 the RAND ( forporatlon i
e 60% of American consumers have isearched for mformation to help them make |
treatment decisions i -rmonths W1th about one thtrd saymg the mformatmn
affected their treatment ¢ :
* 52%of pattents want to m ake the ﬁnal call on treatment de0151om

Dlrect-to-consumer mformatton prov1ded by health care man ] ge ’em orgamzatlons
manufacturers and government agencies is- essent1a1 o mex eds of mcreasmgly
sophlstlcated mformatlon-seekmg healtih care consumers -

Impact of dzrect—to-consumer promotzon on health Seekmg ehavzor- W
Dlrect-to-consumer promotton, although not a primary sou in rmatton is often a
rnotwatmg factor or trlgger in sparkmg patxent mterest m a hep _ ndltlon or prescmptlon :
treatment. , , ; ; - L EINA

Accordmg toa November 2_004 FI)A report summamzmg surveyf ngs about ‘patient and
physician attitudes and behay'or\ ated w1th promotlon of prescnptton drugs
o In 2002 43% of‘ responde ‘

e  The most commonly Tepor
‘ prov1ders 89% reported obta

potentlal to create general expectatloxts“ ‘ff recelvmg presc ptions ur.researoh does not
provide strong support for thlS concern; ,,Only 6% of respondents sai df they expected a
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prescription because of an advertxsement they saw on TV and 5% saxd the:r expectatlons ~
stemmed from an advertisement in a m gazine.” : g
In addition, evidence suggests that patzents who are knowledgea’
make better patients. According to a March 2004 Harr
: Perspectxves report, 82% of physamans agree w1th the st ents who are eager to :

learn about their health are generally better patients.” ” In t FDA summary report, over -
90% of respondents who questxoned r doctor about a specific drug reported that their :
doctor welcomed their questions, and- 83% reported. that th do tor responded as if their
questlons were a normal part of the v1sr£ i ‘

, yabom health care issues
ategic Health

Direct-to—cvo‘nsumer,advertising;dws-ijotllﬁea"d.toihap;p‘tb;:ﬁatéf»;irescribin‘g '

Many opponents of DTC ad i
prescribing of prescnptlon mec
patients. Such claims are not su orted by :
every 100 adults in the Umted States e talked to a prescnber abo“
Yet only about five percent of adults recexved prescrxp’uon ‘or: ’
they asked for those products v s

mrthat such advemsmg leads to inappropriate
ug o mcreased pressure placedfon prescrlbers by

‘ n adverused product
rtlsed medications after

Research reported on by Welssman et al shows thathati :
during a clinic visit saw their phy | ~
cholesterol or high blood pressurg, ;
sxgmficam health problems such a ' h 1demia and |

visits prompted by a DTC advertise 1t of tin ¢

of drugs, such as folloWy‘up tests and visits. When reseaf ( the’ outcomes of these
 visits, they failed to find sxgmﬁcant negatxve health consequences among those sub_} ects who
took the advemsed drug In fac the 1

Addmonally, empmcal work by Ilzuka nd J in’ found that DTC advemsmg contnbutes to an
increase in the number of physmlan visits. ThlS finding supports the notion that DTC -
‘advertising has an 1mportant positive effect on public heal ‘aging patients to talk
with their physician or other health_ are :professmnal Furth chers found a modest
increase in the amount of time the phys ian spends with p pted to visit their
physician as a result ofaDTC advertxsement ‘This increas L time demonstrates
that physicians are spending more time with patients who ing a DTC advertisement,
are likely seeking 1nformanon about an underlymg condmo &Iid : 1lable treatment -options. -

2 Schommer JC Smgh RL Hansen RA Dlstmgmshmg characcemstlcs of patzents 'hov seek more: mformatxon or
request a ‘prescription in response to dxrect—towzonsumer advertlsements Researc 1N Soc1a1 and Admlmstratlve
Pharmacy, 2005 (1),231-250. By :

? Weissman JS, Blumenthal D, Silk AJ, Zape' 'K, Newman M, Lemnan R. Consumers reports on 1 the health
effects of direct-to-consumer drug adverti ing \thl,A,\ff 2003 Jan-Jun Suppl Web exclusives: W3-82-95.

* Tizuka, T., Jin, G.Z., 2005. The effects of

,'on drugadyemsmg on doctor visits: Joumalof Econom:cs;&
»»Management Strategy 14 (3) 701-—727 BTN : REa e
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~ Such interactions should not be vxewe as patxent pr” Sure but rather astpatxent parttcxpatlon in’

- health care de01s1on—mak1ng Most i1 rtantly, however, lizuka in found that DTC ‘
advertzsmg hasno effect of the physxcian s cho1ce of a“p ,:sc iption drug w1th1n a therapeutlc
class. : DO Sl e

This latter pomt has also been evaluated by Rosenthal et,a\ who ir ';estlgated the effects of
detailing on the aggregate sales ofp on
DTC advertlsmg has a mgmﬁcan effect on total class sa

paramount Clearly, itis the preemmexitirole of the phys 1&11' —and to tgrowmg extent thu*d
party payors through formularles her. eutic substltutlons and prefr
medlcattons to determme w '

B Commumcatmn/comprehensmn of benefits and rxsks

et ::,if'do not beheve DTC
ans th patients do not

F DA—conducted surveys of patlents and physwlans su g
advertisements provide enough risk mformatmn and thk - phs
understand the risks and poss1b : éneg tive consequences sed drugs. The FDA is.
interested in hearing why consumers and health care provider y be lieve | that risk
' mformatlon is not being commumcated as clearly as ben =fit informa 1on m DTC
advertlsements even though that mformatwn 1 present Lo

Research conducted by Day suggests that consumers have dxfﬁculty compreheﬁdmg the
information presented in DTC adyertisements. Day’ s ﬁndmgs include:
o A lower readmg grade level f e, »esentat;on of benefit mformanon than for risk
information. S :
e The serial posmonmg or Iocatmn of rlsk mformatlon within thebody of the
advertisement favors the recall of benefit mformatxon' o ‘
e The use of “chunkmg” to ¢luster like information : nd
‘ mformatlon is frequently used to- cormnumcate ber
communicate risk information. - . '
e The reading speed is much quxcker for nsk mfonne_,ﬂon

from surroundmg
tlon and rarely used to.

Z_Ef;fotﬁbeneﬁt ,information. \

3 Rosenthal M.B,ER. Bemdt 1. M. Donohue and R, G. Frank, 2002 Pro otxon of” Prescr;tptlon Drugs to.
Consumers, New England Journal of Medlcme, 346(7), 498-505.

See K. Aikin etal., “Patient and Physmaan Attitudes;and Behawors Assocxated w:th D’I C Promotlon of
Prescription Drugs — Summary of FDA‘ Survey Research Results” Fmal Report. (N ov 19, 2004)
www.fda.gov/cder/ddmac/researchk
7 See R. Day, “Comprehensmn of B

ks: F air Balance in D’I‘C"” Presentatxon at FDA pubhc meetmg :
C., November 12, 2005, - e L




- Eli Lilly and Company
February 28,2006 .
Page 6 of 10

¢ Theuse of certam advertlsmg teehmques 10 dmde the v1ewer s attentlon dunng the

presentatlon of i 1rnportant mformatmn

Addmonal research conducted by Glmert et al suggests’t

risk proﬁle placing risk 1nformatlon at the end of the ad
- support oral messages improved the Te kﬁall of risk i bforma

the advertlsement had greater mform tional content: ‘
~ overload for the advertisement. Thi
less complex risk profile. This di shnctmn 111 ﬁndmgs be
prof les h1ghl1ghts the need for ﬂexxbxhty n commumcann

dications with a complex
nd using captions to

ved the perception that
spects of information - b
und for medications witha
itions with different risk
and;nsk 1nformat10n in

n,

DTC commumcatlons A “one s1ze ﬁts all” approach may otbe propnate

However they faﬂ to take mto
advertising. Therefore, as note_

DA,

interaction once the decision has been made by the physi

consumer should be expected to learn ﬁorn a DTC advert semen

create several obstacles that prohxblt the use of suggested
(assummg that such techmques would mdeed achleve a

DTC advertlsements should focu<
juncture to determine whether tOi;(
~should not be expected to ful y ed;ucate fatxents abou

it make sense that a statement about a side effect th

because of severe hfe-threatemng resu th t‘may o'f ur
wrong drug at the wrong time? Thls does not mean that less
prominence would be allocated to com

:hscuss wzth his or her physmxan,

unicating 1mportan 11
approach would allow for the consldera on of the t fhmques
Day for achlevmg a “reasonably comparable 1 prominence” an
communication of benefit mformatlon and nsk 1nformat10n :

\comphant advemsements mclude the requlred
risk information; typically the major contramdlcatmns warnings, prec
common side effects. This approach g ‘erally results in advertisem
 risk concepts, some of which are more relevant to the physxclan

: fe{physmlan—patlent :
~than to what a
ent F DA regulatlons k

onversatlon Wlth theu' physwlan by prov1dmg
e between the patient and:the phys1c1an Does

0t more — amount of time,

he advertised medication

wrong patient take the

fewer words, or less

rmation. Such an ,

gested by Glinert et al. and.
balance” between the

L111y beheves the commumcatlon of beneﬁt and nsk mformatlon through DTC advertlsernents
is an important public health tool fhat should be des1gned to encourage the appropnate use of :

ni

® Glinert LH, Schommer JC, Televxsw 1 adve ise

me ; Lfbrmat and the prov:sxon of risk mformatlon about

,prescnptxon drug produets Researchfm Socxal and Adnimmtratlve Pharmacy 2005 (l) }85 210.




~Eli Lilly and Company
February 28, 2006 :
Page 7 of 10 e | -
prescription drugs and to protect and advance the pubhc health Whﬂe there has been much
attention placed on the appropmate method for comm ation of sk, we beheve a discussion
of risk _presentation should never occur in 1salatmn Tt is the appropriate balance of benefit and
- risk mﬁmnatxon that is necessary to aﬁaw consumers to makémfonned decxsmns about their
health : :

While the pursuit of more consumer- iendly advertisements is important, consumers are not.
and should not be in a position to make prescription m V fons on their own. This
basic premise must gulde all atten mmunication of drug
information to consumers. Healtl ] ive training over many
yearsand are licensed to prescribe 1 , is trai mg An advertisement should
leadto a meamngful d1scussmn w;th a health professwnal but must not take the place of the

- learned 1ntermed1ary :

Improving Commumcatxon of Beneﬁts andesksm the Brief SummarymDTCprlnt
advertisements L : PR T B s T Ry ; :

fonnatlon in consumer-

Research suggests that the current format for commumcamg ; i
; dlrected prmt advertlsements is less th’ ' rch ¢

4ummary in 1ts current
sts that almost half of

reseérch by Slaughter et
consumers dld not recall the bn‘ f;summary These result em

s more” in the draft guldanc_e sntxﬂed “Brief
Summary Dl_sclosmg Rxsk Informatlo n Censumer—Dlrected Print dvertmements ”Lilly
beheves that a “‘less is more’f the ¢ ommumcatwn of 1mportant nsk xnfonnatlon E

August 10 2004

? See K. A;ken, “The Impact of Dxrect-to—Consumer Prescnptlon Dmg‘A
Relationship,” Presentation at FDA public m ce ner
September 2003, slide 5, www.fda.gov/cder/dc
. much of the brief summary do you read‘? 56 p v
htﬂe/none in2002. b oL ' %
' See E. Slaughter, “Consumer Reactl nt _DTC Advemsmg of Prescnptlon Medmmes 1997 to 2002 ”

Presentation at FDA public meeting, ngt 2-23 September 2003,

www.fda. gov/cder/ddmac/PIslaughter/l "1,,2004) Ln that study, 46 percent of respondents were
not aware of or did not recall a brief summ Y.

N
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ould hkely benefit
L 111ty 1ssues for

While a “less is more” approach to dlsciosmg product risk mformatw‘ ;
patients, there is concern that such 'approach could present pr
sponsors The FDA draft gmdance sta' s, ’

: : : »es not present 1is

the brief summary reqmrement " ‘This language may sugg

 the options outlined in the gmdance ‘ »
agency will use its enforcement disc
contamed in the FDA draft gmdance

: gu1dance with fegulatory requ1rements ' hbr\%}eVer;
approaches fulfill the regulatoxy reqmrements the Ag
, regulatxons

ency should 'amend the apphcable

consumer-dxrected promotwnal labe
promotional Iabelmg mclude adeq :

eTS. Lﬂly beheves that R
fer satisfying the :

the current regulatlons allow for a mor consumet-fn ndly appr S
prehenswe research with

: adequate dlrectlons for use requlremen a,nd that the‘:resu f g0

- hfélget-’one -free offers

, aises the questm'
'certam strategxes such as coupons, free samples free triz
influence consumers. It is important to note that Wl h e
patient must obtain a prescrlpuon written |
patients cannot send i in a coupon and
with their physician or other heath ca fes: to ds
.medlcanon advemsed prlor to ref ng a prescription. Th

: 0-day '
bamer wh1ch may be preventm apa ent from seekmg treatme ograrhs to prowde ﬁlture
free products rmght motivate patients to refil e ; and a free sample could
‘ease patlents concerns about speﬂdmg money on a productlthat mlght not Work for them.

of the ' pp ‘pnateness of the use of
; ey-back guarantees to
;etmg programs,
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‘endangers public health. If thesef taetxcs are camed out in accordance WIth appllcable laws and:
regulations, we see no need for addlk Vonal regulatxons or gmdehne, \further restrlctmg the use -
of such marketing strategles i .

Use of new commumcatmn teclmolegxes = vndeo news re}eases, audm news releases and
print “advertorlals” . , ; , i, ; ,

lOIlS do not make it clear to
s), and print

- The Federal Register notice states that, at tnnes TV and vradlo §
consumers that video news releases [Rs), audio news rel

"advertorials" are generated by regulated industry. If these ommunications are carried outin
accordance with apphc able laws and regulanons, we beh eve addition 1 regulatlens or
guidelines requiring addmenal dxsclos ' es or. further restnctmg the use of these media
vehicles are unnecessary : S

We agree that all promotlonal materxals prowded to the news medla;should contain the ;
appropriate balance of benefit and risk ﬂformatlon 1 : duct discussed. However, :
it is important to d1st1ngu1sh between aclvertonals and news ¥ sueh as VNRs and
ANRS ~ : e

: Advertonals are paid advertlsmg created to look hke newsp“ agazine articles The
company that produces the advertorxal essennally buys
-media outlet uses the advertorlal‘ sis (advertonals are ty
in the newspaper) Medi wil lways require, an
include clear reference to the fact that it is pald advemsmg

department 0 as to not mlslead the reader ‘

VNRs and ANRs are tools to p vide t \edltonal departments of news eutlets preduct—related- 5
news in a format that is "user news station (i.e., video or udlo tapes). They :
are created as a news story to" 1] ion to use the VNR or ANR asis. However a
critical dlstmctlon between;t Se. too, and an adver is that the company is not paying the
media outlet to run these news releases The edltonal departme‘ t has final control of whether -
to use the news release at all, and if so, whether to : s part of their own news
story. Again, ANRs and 'VNRsthat"“(:onteinﬁromotio 1d include a balanced
presentation of benefit and risk information and typlcally 11 ion additional footage -
and/or audio that allows for add1t10na1 ytion D08 if the news outlet would -
choose to use a VNR or ANR as s, itv orial staﬂdards for
accuracy, balance and news value. *o

COnclusioh :

In an increasingly complex patle,nt—centexed health care system it is nnpertant for all -
stakeholders to place the needs o the forefront of all our thoughts and actions. :
Patient-focused health caxe inform tion that of fers a balance of beneﬁt and risk 1nformatmn is
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a ﬁrst step to ensuring that the 1i ght ;

-Lilly appreciates the opportumty top
looks forward to continuing dlalogue_
comments. i

ally important issues and
1 .your conSIderatlon of our

: Respeetﬁllly submltted ‘
ELI LILLY AND COMPANY

StacyM Holdsworth PharmD i - !
~ Director, Office of Scientific and Regulatory POhCy

.Patrlck K. Brady, PharmD i
Senior Regulatory Assoc;ate, U




