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Food and Drug Admmlstratxon ,
Department of Health and Human Services
5630 Fishers Lane, Room 1061 (HFA—305)
Rockville, MD 20852

Re: Submission of Cxtlzen Petition on Behalf of the Coahtmn for Healthca;re
Communlcatlon ‘

Dear Sir or Madam:

Please accept for ﬁhng the attached citizen petition submztted on behalf of the
Coalition for Healthcare Commumcatlon in four copies pursuant to 21 C.F.R. §§
10.20, 10.30.

Sincerely,

Q/Lf

Sarah'E. Botha

cc: Sheldon T. Bradshaw Chief Counsel Office of the Chief Counsel

Patrick Ronan, Chief of Staff, Office of the Commissioner

Scott Gottlieb, Deputy Commissioner for Policy

Janet Woodcock, Deputy Commissioner for Operations

Randall W. Lutter, Associate Commissioner for Policy and Planning

Steven K. Galson, Director, Center for Drug Evaluation and Research

Jane A. Axelrad, Associate Director for Policy, Center for Drug Evaluation
and Research ‘

Robert J. Templc:, Director, Office of Medical Policy

Rachel E. Behrman, Deputy Director, Office of Medical Policy

Thomas W, Abrams Director, Division of Drug Marketmg, Advertising, and
Communications

Kristin I. Davis, Deputy Director, Division of Drug Marketing,
Advertising, and Communications

Melissa M. Moncavage, Direct-to-Consumer Review Group Leader,
Division of Drug Marketing, Advertlsmg, and Communications
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Kathryn J. Aikin, Direct-to-Consumer Research Team, Division of Drug
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Nancy M. Ostrove, Director, Risk Communications, Office of Planning

‘Susan B. Bro, Office of External Relations
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Division of Dockets Management
Food and Drug Administration ,
Department of Health and Human Services
5630 Fishers Lane, Room 1061 (HFA-BOS)
Rockville, MD 20852 -

Re:  Citizen Petition Requesting Pgomulgauon of an Amended Regulatlon for Prescription
Drug Advertlsmg to Establish Separate Criteria for Practltloner~D1rccted and Consumer-
Directed Advertising and to Estabhsh a Standing Adv1sory Commlttee on Health Care
Communications.

Dear Sir or Madam: |

Pursuant to 21 C.F.R. §§ IO,ZO and 10.30, the Coalition erEHea‘}thdare CQmmunication
(the “Coalition”) submits this petitjionf ﬁnder'Sections 502, 503 and '701‘ of the Federal Food,
Drug, and Cosmetic Act (“FDCA” oré“theAct”) (21 US.C. §§3 52, 35’3 and 371) to request the
Commissioner/of Food and Drugs to émendthe fegulatibns gdvemixig preSéription’ drug
advertising to consumers (“DTC”): and to create a standing:adw*isosz ’ccj)mmittee on health care
communications.

The Food and Drug Admiﬂistléation (“FDA”) has significant cvi_dence.demohstrating that
DTC provides valuable information té ,cqns;imers about tréatmentf oljjtions_and leéds to
doctor/patient conversations that impfoVé patient care. To fuﬁhef FDCA goals and enhance the
value of communications from the regulatedkindustry,‘ this Petitidﬁ,iaéks the FDA:

(1) to adopt formal DTC rulesé and policies that highlight the Tdi.ffe’ring information needs
of patients and prescribers, partiéulariy recognizing the differ‘eht'zandvclﬂ’zanging roles that patients

and practitioners play in the course of the drug decisional process; and
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(2) to create a standmg Comm nig tlons AdVISOI’y Comxmttee to ensure that the a,gency s

rules and pohcles are based on the be st;avmlable socxal sc1ent1ﬁc and profess:tonal knowledge of

fconsumerjbehavmr and cffe,Ctl*vie qonsu;fier«commumcauox}s; :
fckive o ’ ’ pents qndeistand and can
- use. Fqg thlS réés:on, the Coahtlon behevesthatregulauon ‘f dstresstheuse of clear,
understandabie and 'retainable messagesabaut beneﬁtsand ééfe pxeécf’,iption drugs, with '

ca 'on optlons w1th a

; ;

physician. Further,_ ,_theyCoahtlon.pr "wr\rules that prowde clear, objecuve guldance to LenlE

a'dvertisers to enhancé induforjI'\c‘din yce.\and strearnhne F DA enf@rcement Meetlng these , 

objectlves will honor the “less is more” paradlgm that FDA recentl er ’dol;‘sed in its rev1sed ~

‘professmnal labehng regulatwn, wxll enable better commumc“ on to patwnts about health |

condmons and therapeutlc optlons, apd wﬂl advance the p’abi
A. Introductmn "
FDA over the past decade has generated and gathered significas tresearch on .the effe'ctbf

_ announcmg the release

of FDA’s recent. Draftv “B‘ﬁéf :"S uxdance on DTC nsk dxsclosures in prmt

% 4

advertlsements then-Comm1ssmner Mark McClellan arnculated the agency s growmg

understandmg of how DTC advertlsmg helps to support the’p he: th . “Theeyldence showsk,,k

that promotlons dlrected to consumers can play a partwularly eﬁant mle ;jn;h'elping 'patients s

o L FDA, Guidance for Industry, BrlefSu' i i T ’»stklty’ormatzon in ansumer-ﬂzrected Prmt g
~ Advertisements (posted Feb. 4, 2004), ttp:www.fda.gov/cder/guidance/5669: .;,vdf (heremafter “Draft Brlef
‘Summary Guldance”) T GRS :




starta discussion Withf:theif lhea'?l"th? 1:_ ;kﬂe;rsalaptlt;maﬁyficondift‘ionsthatiafe‘-.Oft'en . SR

unrecognized and are under-treate‘ m

Indeed the record from theN ‘”‘mber 1 and 2 200’ vhe r

onfirms DTC’s public

health value asa dlsease awareness tcol and as a stlmulus t ceasaltationlbet'men o

' patlents and prescnbers on dlagnosm and treatment optxons rdcompxled by’FDA :

demonstrates that consumer advertising works in medicine throughout the

American economy. The economic incentive of drug manufactu : .omoterec‘o’gnition of

diseases and treatment opt\ions-_co incids ,,j;eff'ectwe health

ththe :pub‘lic :iﬁtér'estih éf KCic

- care. Market incentiVes sﬁﬁlﬁlat W uuts to a multl-bllhon dollar pub11c mformatlon and

awareness program at no cost to taxpay 1S, The pubhc health "ﬁgﬁ‘te‘be; advanced by

‘FDA pohcy that encourages effectlve, truthful and nonw-d_ f eptive Cadvemsmg (See, ,

Coalition Ifesumony at FDA’,SNOV:@mb@rﬁ ;’1:,‘ ,20(}5;heagmg for mplete diSCussion);(Ex,'
5 : .
Meanwhlle expressmns of pubhc concem about drug saf 1 d'5 nsk commumcatlons at

the recent FDA hearmgs have hlghltghted the need to mcrease consumer understandmg of drug

safety, and the potential of DTC ad to 'vance that understandmg Pane\f‘: S 1 f.need to

know that all drugs have I'lSkS and that prescrtbmg dec1smns requr’ i ll‘fprofessmnal

balancing of potent1a1 risks and rewards Effecuve drug po ”reﬂect that dlfﬁcult
‘ ’  to Stimii}late{appropriate ,

d1scussmn of health condmons and therapeutlc optlons W

sicians, but that same
1nformatxon should not confuse or sca;re them away from as_ s or remaining

comphantwﬁh current treatment. ‘: :

? See Transcript of FDA News Teleconferen Anny uncmg DTCDraﬁ Guidance‘s; altb‘IZ::;(FeH; 4,2004)(Ex A).




Dr McClellan also noted the dr : ’pread consensus that the current “‘bnef summary”

approach to drug risk drsclosures in pr ads - 'z e, verbatnn repnnts of the advemsed drug s

FDA—approved label -- “doesn t convey that 1nformat10n as eE fective yas it Sh‘?ﬂlfd tOiﬁ many r

”3

-consumers- who ﬁnd it too detalled and off-puttmg He corr gmzed ‘tha:t" G

i [tjhls may. be acase where “less 1s more m tenns/
understandmg R

S"O,:n_ the more important ,

,,summary seo‘uon as most consumers seem to do

b have broader

Dr. McClellan s statemente m the eorrtext of the “brlef summx ‘ y
apphcatmn m consumer coxmnumcanon Indeed they stemf»fr : i e:ntal prmcxples of
‘consumer behavmr These ﬁmdamental pnnmples were de’ :Coahtlon comment ﬁ]ed
to FDA’s Docket No. 2003N 0344 There Dr Lew1s Prmgle that consumer decisio'n—‘. ‘
makmg 1s a complex undertakmg m Whlch the role of mass'm_ di on-personal 8

, commumcatlons plays- only a part;«

As detailed in Dr Prmgle sﬁpap 'ei‘_:' "'s-i?ng \i=sﬂ,best"u'sed-.td 'CIE‘ate}-awérénéS§ and

stimulate mterest in. gathermg more mfonnatmn from oth icularly do'ctors and

other prescnbers Id. at Part One: 4—6 3-11 24-26 DTC adve cannot be expected to

commht;reateéffeetrvelya liltanyf of :pote;nta,al; adVerse ,even;s v oundtodo 50, such ads

SId.at4.

‘rd ats 5.

' odtzons Model and
th. Comments of the

* Dr. Lewis G. Prmgle, Dzrect- To—Consumer {DTC} Advertzsmg A Practzcal Comm
Commentary on Rtsk Commumcqtton Part On r {




‘both over warn and under-inform;u The re :uit is more eonfusmn than commumcatlon Accordmg

to Prmgle, DIC’sis best used to make cc ;sumers aware that help rmght be avaﬂable that it

involves some msk and that a physmtan should be consulted fo‘ ot 8 etaﬂs Id Burdemng an

ad w1th too many e0py pomts wastes tlme money, and the o to-effectlyel‘y

commumcate As Dr. Prmgle says “An ad that attempts to c' temuchmore than one
smgle copy pomt is hkely to faﬂ m the effort ” Id at Part Q_ 5

Prmgle uses the Buyer Behavmr Modehng develope“ extJ «;;Laiyidge ;andf(:}ary A

Steiner in 1961 ,to lllustnate,the :n:OWé;@o onunderstandmgof howadverttsmgworks tId at i

Part One' 16-24. The Buyer Béh’a“ Odel progressmn of events starts w1th awareness, then i

‘moves to knowledge, hkmg, preference, conwctmn and putchase ;adw{ertlsmg operates tn

the first phase awareness Broadcast 30-second spots and p not effective at moving

consumers to the knowledge hkmg, and subsequent phases in th tiﬁon.deciSion. aFOr drugs .
the adoptlon dec151on is made at the tlme of consultatlon W anprescnber To quote

s ‘Prmgle agam' “The regulatory mandate netw1thstandmg, adequa umcatzon of nsk detaﬂs :

a llsh b ’TC adverttsmg.;’.? Id at Part One 26. Advertlsmg

works in the ﬁrst stage of the g proeess through the creatxon ef consumer

awareness and mottvatlon to consult a doetor DTC adve tisis g sh' d 'not be cnppled by pohcy i

~ that demands more than it can do The FDA has taken 1mportant t;hat;dlreetton, but more
needs to be done. S k
: The Ceahtton beheves that opttmum DTC regulattoa “back fto basics”

,approach based ona reahsttc understandmg of both the pote L ‘e'Iiitiits Of cohsamer ‘

advertxsmg. FDrA’s_cur‘r;enteregul,atof oals and requtrements were established in 1985 when

FDA, without notice and comm : ‘dapted professmnal advertlsmg standards to DTC




~ Professional conununicatioﬁs, 'How' v “ , j\lffer from DTC both in the degree of selentlﬁc and

health hteracy of the 1ntended aud1ence and the role of dlfferent audlcnces in the prescnbmg

dec1sxon FDA’s regulatory approach should recogmze and acco éage;thesedl;fferences., '

In addressmg professmnals, manufacturers deal w1 an 1ce of varymg degrees of o

, educatlon and expenence, mcludmg one group - hcensed pres

- that has the sole
statutory aufhonty to. wnte a prescnptxon ngg panents ac I g "Pi?es;cribers for .
purposes of counsehng then' patlents on drug use in a vanety cl mcal c1rcumstances need the

“type of comprehenswe 1nfonnauon avallable in product labeimg, mcludmg a ful} and complete

understanding of the physwal char acteristics :of prescnp’uon drugs, knowledge of the mdmatxons |

for whlch drugs are effectwc, mfoxmatlon on methods of use”:b"da f ure“of the sxmauons in

whlch speclﬁc medlcatlons may be contramdlcated as well blhty of adverse

1nteract10ns wﬁh other drugs, and dlsclosure of possﬂjle sxde Whose nsks should be .

we1ghedragamst.v the potentlalibeneﬁtsof th‘e dxugther‘apyfor ,}_aik,;}patylent., :

DTC advertlsmg, by contrast prmmpally addresscs ;-'?caifeéivers: Law forbids

consumers to obtam the advertlsed drug without consultmg;a;practltloner to obtam a prescnptlon

- Congress has detenmned that F D : \gnate certaln drugs as “Rx only” precxsely

because it beheves that consumers cannot' safely use such medlcatx,, thout professwnal
superv151on =
Whﬁe some may thmk it desxrable to tell consumers a effects and

contramdtcat;ons no matter how clearly thls mformatlon 1 ted to consumers, a

s1gmﬁcant n.umber wﬂl lack the educatlon or background;to vcom‘ end ehdéa‘ct on it. They Will
simply not have the requlslte professxonal sklll to appropnately kweig: 1 he beneﬁts and risks to ~

make a prescribing decunons For e




o pat1ent’s ab111ty to use altematlve theraples Consumers, no

be comprehenmble in 1ts own terms but ,aiuaungr; 1ts chmcal s1gmﬁcance for an 1nd1v1dual g

patlent requlres professmnai knowled iver ﬁmctlon a.nd body chemzstry Moreover the S

Judgment whether a partlcular 10ng~te1m rlsk or transxtory s1de of korth takmg requires

evaluatlon of the potennal therapeuucben it }of the drug to oxdual’pauent the probab111ty

that the risk. w111 be encountered the seventy of the nsk for ual patlent and the

,;rclearly adv1sed of the

should not appear to be a substz , tzent—physzczan mteractwn, and sound drug selectzon

by skzlled physzczans

For these reasons, regulatory requirements for nsk ¢ 1 'f Cy should be markedly :

d1fferent from professmnal requlrements FDA regulatwns pr mammum feasxble

dISClOSllI'e of this mformatmn in professmnal advertlsmg an a ;{%Iabelmg’ serve a public
health purpose dlfferent from the mformauen needs of patre‘ o wers DTC;regulations |

should facﬂltate full d1sclosure by patlen o physmlans of personal he th condmons and drug |

and medical hlstory, and should s ‘" st;physmlan—pauent exch "ge on the beneﬁts

and risks of usmg an advertlsed drug In other words eff

practltwners be practmoners and patlents be patlents To achlev oal, VWhat'.p,atients need to

be told about side effects 1n promment and plam Enghsh is that

All prescnptlon drugs mcludlng the advertlsed drug otenual benefits and.
pl‘iSkS e ;

. 'The de01s1on touse a prescnpti n 'drug requires al :éiagnosis by‘a Iicensed'
prescriber and discussi '

risks to. that md1v1dua1 p




) Pat1ents should fuﬂy" ir ndltxons, then' medxcal hlstones and any other
medications they are | r health care professwnals m order to help
1nfonn the professm : ;

ng demsmn

Clear and repeated dehvery e;f t jesecore messagi le»better prescnbmg

:dec1smns and enhance doctor/patzent dlscussmns of drug benefit: effects and risks.-
Petltloner s proposed amendments to FDA’s prescrlptlon ;.ng.;regulatmns;are/ :
:de51gned to ach1eve th1s goal | » o

P_e_tmoner also seeks te ehmmatecertamamfaets f the 2 ‘ egulatory ésystetn? e

Jincluding:

e Micro-type p‘ri'nf disc : en’aﬁc language reproducmg professmnal labelmg, o
‘ which most patlen' cann Sade -
. Extenswe major statements" can n be ' ¥ sumers toevaluate and

o understand and are seldom’ e Lt

To ﬁn‘ther this goal and 1mpreve the FDA’S dec1310 thls aree,j'the petition also

recommends the estabhshment of a standmg adv1sory eornf' :tte > OF ealth c'emmnnicati‘ons bthat

will enable the FDA to be mf o ? 'selence and professxonai commumcatlon experts

This committee _should becompos IO, ;essmnals from the regulaied: mdustry, consumer

P protect1on ofﬁclals from the Federal Trade Comm1ssxon and ethe u;mer-agencles, andf socxa:l, g

science research experts from mdustry and academm (F a ete dlSCUSSlOIl see.

:the Pubhc Interest

Testnneny presented by Peter J Pltts Dn’ector, Center for’M‘” in
Semor Fe-llow : Pac1ﬁcf Research ;I«ns‘tclmt‘e November 2‘ .2—00«;: Gwen the unportance of ,

this standmg comm1ttee, the Ceahtlon suggests that the F DA co 1S derfappomtmg expert

-consumer advertlsmg regulators and social mence researchers to co—chair the comrmttee For

example, two recent -fqrmer; cha’m‘s .o ederal Trade Comrmssmn, Tunethy Murls and Robert '




Pitofsky, are highlyr’e‘spec"téd«aéross%the: 'pectrum of pohncal aoademlc and soc1a1 sc1ence s :

experts, and could bc expected to app e y«:fgulde a commmee of commumcatmn and

,behavmral sc1entlsts to adv1se the FDA ThlS support w1ll not oni ‘ :e;r mform the FDA on the

science and practxcal aspects of consumer behavzor, but und

FDA’s standmg in the legal commumty and prowde the recor‘ e necessaryto defénd :

FDA regulatron agamst Flrst Amendmeﬁ‘ ' /;chailenges

 The remamder of ﬂ'llS petmon ﬁr t escnbes the pr ) : msmg rule and 1ts beneﬁts E

in detail. It next de’;;gnbes‘t_he\ ,.c_c;v_nﬂ Lt b&tweenbthe goals of the exxstmg regulatlon and the ,

requirements of FDCA Sectmn503

'the way in whlch the proposed amendment would

- following actions:

. Promulgate ana_;, ;
- 'FDCA (21 U.S. (

: ments of 5 U S C.
to establish separate
ection 502(n) for
vertisements. The
The proposed
ying all of the

posed amended

ng Regulat:on in Behaworal S(:zence Strengthemng FDA 5o
/Dec. 2004 at 8 (Ex D) : : '




e Maintain the current. ﬁ
Advertlsements” un

ancedo ument entltled “Consumer~D1rected Broadcast

.
and health comm
government
c Statement of Groundsf‘ l o

T he Coahtlon proposes to rev1se paragraphs (e) and ; R§202 linorderto

create a new farm of sxmphﬁed mandatory nsk dlsciosur ese new requirements

2(n) by providing

would fully sausfy the “bnef summary , equu’ement of 21 ‘

appropnate mformatmn relatlng to eeffects [and] C;.

T he Coahtlon beheves the prop\ ~famendmen: \Wln optumze ;the proven pubhc health

benefit of DTC Indeed the emp, ance\ gathered at FDA’S 1995 2003 and 2005 pubhc ,' o
heanngs on DTC advertlsmg demonstrates'that DTC successﬁﬂly e :‘es cansumers about the :

- existence of medmal condmons and trea‘tment optlons, and ,p m nsumers io’} consult therr;

',ertzsmg on the Phystczan—

7 See Kathryn Alkm, Ph D The Impact of rect—io-Consumer Prescrzptz
, o F ),and FDA Physzczan Survey

5 -9 (Sept 22, 2003) (cmng Preventzan Annual
4 "',‘(last vmtcd Mar 28 2006) (heremafter L

Slaughter presentanon) (84% of patlents Surve » j.
treatments that are available; 80% of patlents 51_,: y greed t



health care professionals 'abeut whe n 'dvemsed treatment opuon coul ,}be nght for them

Unfortunately, FDA’sﬁeurre;ﬁt mandator; ’ sclOSures dn not commumcate nsk mfermatlon in a

have benefits and"rlsks and' toren"f:,~ ur, :;ge 7at1ents to fully mform prescnbers ef all .known cii

pertment mformatlon The Coalm ’ hat.fFDA expressly dxsavow any. rehance on DTC to

fully warn patlents of all p0551ble nsks and 51de effects T he Coali :beheyes that such an

educational” effort, however noble in theory, conveys a fal onthat consumers can

condmon they mlght have, and: 7 8% agreed strongly er somewhat that people to be ‘mereﬂ involved ‘

w1th thexr healthcare)
9 'éf consumers (nearly 65
15% (29 mxlhon) talked to

® Slaughter presentauon at shdes 16 21 {
million people) talked to their physmlans
their physwlans about a health condmon

eyed rep oi'ted consultmg their -
‘ DTC ads make hard-to-

ion drugs, 32% read “a

(4 p.atxents surveyed ‘
: %; who dld recall seemg the -
brief summary, only 12% read it thoroughly, 12! :
read: 1t)) FDA, Pattent and PhyStCla




decide on use of the drug w1thom 1 jonal ;guldance Moreover 1t is confusmg to those

»consu'mers who lack the ~kndw16€1_ £ana ool te.f ~0f the warnmgs and thus detracts from the b

achlevable and crmcal messages that DTC can convey Suc  _ dxsc S ;":;must be left to other

means. Instead, DTC advertlsmg poh”, T ust support the role th amed mtermedlary in

educatmg consumers on the speciﬁc :s1de effect nsks of ad f rertised dru : an , ;_thehkehhoodoff it

any partlcmar nsk affectmg an 1nd1v1dua1 patlent

that promote spec1ﬁc drug products
Internet communications that do not
‘that are directed to patlents ‘who hav
regarded as labeling, FDA should categor
general pubhc about new treatment opt' )

am” for the advertxsed
‘were “1abehng,” not
ofan “integrated -

. 1950) (newspaper
product’s package label

) am h Internet communications
also do not sewe the same ﬁmctlonas Iabel g' and, as a result, are prog as ad ‘cr_nsmg See Kordel
335 U.S. at 35 1 (hterature dlstrlbuted‘separate prodi ‘

“(2d Cir. 1964) (hterature wﬂl no €
‘food or drug; “[tlhe dlstmgulshmg v
‘customer ini mmednate conngctlo with hi

m some manner or anothar, 1t is p1 .esented to the
pmchase of the product”) (emphams added)

view and




«202 1(e)(3)(1n)(b) would not apply s :yan "r‘ t1t10ner~d1rected” advemsements The Coalmon» g

also proposes an amendmen“t to paragr kph‘ ,02 1(1), whxch would drawa bnght hne between

consumer and pract1t10ner-d1rected advemsements, conﬁmng.;th to adverusements whose .

expected audlence is at least 80% professmnal “

Under new subparagraph 202 1(e)(3)(111)(b), advertl berequlredto .deliv,ekr, in

-directed advertisement

language of thelr own choosmg, three cor‘ "messages m'

1nd1v1dual pat;g nt

re professional about the -

A3y ‘The patlent sho
: ) the patient is using

: patxent’s me Lcal

U DA used a snmlar expected audlence appro:
proposed--cigarette lab‘_elingf regulations.
Smokeless Tobacco to Protect Children and
(tobe codified at 21 CFR. pts. 801 :8
publication” as any pubhcatlo 8
‘readership). In addition, the FT'
appropriate advertising for adult produ
Industry: A Review of Industry Eﬁorts
at http://www.ftc. gov/reports/alcohol/
prevalhng mdustry practices to avoid |
legal-age andience for print media. for,; yhol
70-to 75 percent }egal-age audxence for tele- visio

Epubhcatlons inits.
) of Clgarettes and

age audxence for radlo and a

2 The sponsor wﬂl take mto account the severzty and frequeney fthe ‘, ed in ;he approved or
-permitted product labehng when determmmg how ‘ ) ed regulation speclfically
provxdes however that DTC ads must de ibe. rmitted labeling includes



to ensure th
declsmn

care professional can make an appropriate prescribing

T he proposed regulatren mcludes exemplary language to provl' de .‘ﬁn'ther gmdance on

_ how comphanee »‘eouldfbe effeeted Manufacturers would I :to choose any Ianguage

that'eenfonﬁs to the substantive requ rements However w, bsgzanﬁtrve{requrrements 3

would provrde both a regulatory ﬂoor and cellmg for nsk dlsc dvemserscould neitjﬁer' o

omit, nor go beyond the core messages requlred for safety p F 1{‘[{(e)(3)(1u), i(iv). .
Furthermere, the FDA sheugl;di asse ’

to ensure that these are the exclusr

anywhere in the United States

Recogmzmg that some patlen' eprofessronal 'Iabeling? 1
k"o{:reference a websrte
ckage | labehng or approved'

dﬁdji'm‘?lStadV!Sﬁ patients:

: "’(.lﬁ)" ‘That patrent ;

er fo decide whether the
advertrsed dmgrs R T

ors could provxde the core:
/ailable by prescrlptlon
0 ,;doctor about all of your
ation could affect whether
sbest for yeu » SeeFx.F

medwal condmons, and about any other me dic ;
you should take [drug name] Remember, only yeur doctor oan deerde

1 (©)3)iD®).

by ,Congress with ensurmg that
r sksand beneﬁts of the product ,
and i is truthful and not mlsieadmg,’? its. requ em ts for the ion: drug labelmg preempt
oon:Content g for Human Prescription
Drug 2 and Bmlogxcal Products 71 Fed Reg 9.  (Jan. 24, 2006) (to | at21 C.F.R. pts. 201, 314,
and 601). FDA’s prescription drug: advertising ISt also | preempt State law: irements that would -
conflict with FDA’s determination o e wit ¢ cantext of FDCA ‘
section 502(n)’s brief summary requ s requlrement for restrscnng cerram ch'ugs to sale by
prescrlptlon : o

'S FDA recently conﬁrmed that as “the expert |

_ 14- i




ertlsed drug to be avallableienly by prescnphonl_ .
:,on}y under the supervrsxon ofa hcensed

(2)2 o

: practltloner, and -

R 3 ' That readrng the Iabehng 1s no substrtut scussmn thha l«ieeused ‘

,practltroner

The FDA should assume that the new regulatory schem

S ;the mtentof the current?
“fair balance” reglme of Sectlon 202 1(e)(5) Current app fa;rrbalance testln the - ‘
DTC context is mherently subjeetlve overbroad and vagu : ecrsedeﬁmtronwould v

: better enable compames to meet the mtent of the currentffarr balans and 1aVo'id these o

pltfalls Further FDA’s current fa1 aches’ far beyond the threshold prong of the

Supreme Court Central Hudson.test whxch;.requtres only that an ad 1.sement be truthfuland s

not mlsleadmg to quahfy for Flrst Amendment protectlon " ‘ ftsmg meets thls .

threshold test, the FDA may regulate onl ' here 1t can carry n of proof to demonstrate 4

that the other reqmrements of Central Hudson test are met )

The FDA has full authomt toﬁ redeﬁne 1ts falr balanc d there are sound Ftrst

" :",)”ofthe FDCA i

| Amendment reasons to do so Seetton : ; 'lunxts the authonty of the

statement of mformatxen m bnef summary FDA 1s ther f euisit?its interprietétidﬁ‘ of ‘

the statute and modlfy the fan: balanoei’requtrement m Regulatio 02. 1(e) Gtven that the “true

statement Ia.nguage of the FDCA fully comports Wlth the ong of the Supreme o

Court s Central Hudson test whﬂe the exxstmg enforcemem f e balance” does not the FDA ,

should 1nstead focus on the falsea il mg'v enterra set forth m Regulatron 202 1 Indeed 1t»

S Cent. Hudson Gas"&,_Ezg:c‘.r corp._.'v;’ﬂaé;;sew mm”niefNew;;v}{?ﬂc‘;4471{1.5.-55?, .-56;’:“',-@4.‘(:‘1‘9&0);.; 7




is the responsibility of regulato v agencies 'o mnstrue thelr enablmg statutes in ways that

comport with constitutionallf Iléiwy :

s’{here, perswt m enforc

questlonablc constltutlonallty

A number of consequennal regulatory changes ar : f,implement the new

g” ri'ssues from those

- e)(l) - relatmg to the i

: adequate prov1sxon guldance for broa Jeast advertzsm ,amgore recently, awhen*i’tl

cooperated thh manufacturers to deyelop a more hmlted a print DTC adverfisfing |

disclosure ,format;

Y See, e.g., NLRBv. Catholic stho of
construed to violate the Consntutlon; fi any i

90, 500 (197 9) (“an Actof Congrcss ought not be j 5
iction remams a\faﬂable.{ Y.



~ The Coa’litiOﬁ belie\izies\r,thaté ts pro ‘sed DTC amendment falls squarely w1th1n the A |

express language of Seetlon 502(11).{ (fhe amendment’s “core” dlselosure requ:rements present

crmcal nsk dlsclosures in bnef summary relatmg to mde}e. ‘,feets a ”’tremdmanons. v

Moreover the Coahtlon beheves that 1ts proposed DTC reg :assesi,ftlge7?e5<{isting' e

regulatlon in meetmg pubhc health needs and 1mp1ementmg ’s requirements' “as ‘a’

symmetncal and coherent regulatory scheme o FDAV : zamson Tobacco Corp .

529 U S 120 132- -33 (2()00) The Coahtlon has found nothi eglsiatwe hlstory of i

Section 502(n) or the admlmstrat' L istory of 21 C F R : 202 1 whwh would preclude FDA

from gomg forward wzth 1ts prop ’ d»,eonmderauon of the statutory Scheme R

prescnptlon drugs from over-the-»eounter (“OTC”) dmg pro A,Seetton 503(b)(1) (21 .

USC.§ 353(b)(1))

however, Congress requlred the FDA to 1dent1fy drugs whxc, 3 : _,,éi used 'safelyf‘“e’xcept

under the superv1s1on of a praeutloner hcensed by law‘it . ch drug 721 U S. C

§ 353(b)(1) Those drugs must be d1s he ".,‘by prescmptao us bear the 'RX}‘OHIY mark,‘ i

,They are also the. subjects of FDA’sv,DTC'advertlsmg restr iC

1 See Humphrey-Durham Drug Presen‘ 0.82:215, 65 Siat, 648 (1951) (amending 21 US.C.§

1353(b) (Ex I)

; ﬁ?’ _17 Sl




ai"héalth care

~ ommunication pathway
that should be the natural concomitant of Rx-only distributi
. 'Th:is:'é"mépmal colﬁsidﬁ causesmarethanjustthee iems Pat;tents may

conclude mnocently, but wrongly, that an FDA-endorsadibnef summ ; tells them all they need

to know about the nsks of takmg g.; They may then have dxfﬁculty m focusmg on




S underwarmng, can. have anega

a different risk assessmentj fmmth tionersandmayfall to :séek: the ogmprqhgnsiVe,_"
personal risk/benefit dlSCUSSIO | wi
they may purchase the drugwnhout e

sites, or other non-U.S. sources, thus

k“risk-d_e-tefr < f’?; ’from seekiﬁg, édh’s’ul thi; thelr practltlon’ ‘ ngs to whlch they

overreact See Requlrements on Content and Format of L A uman;‘Pres.cmpthn D‘rug‘ 5

and Blo_.iog;l"galngduqts, 71;,F¢d.«,Ref‘ : "ggeratimi offfisk"

935 (FDA reco

could discourage ,‘épprépriété, us i« ial d::ug,” and that “[o}verwammg, just hke

goni.‘pauent safety and pubhc health ”) 19

Smnlar mlsunderstandmgs have arlsen in judlmal ap p’ ca

~1ntermed1ary doctrme to prescrlpnon drugs wh.tch are the ’ !I*n ‘Per.ezfv Wyeth,y

Labs. Inc 734 A2d 1245 1253 V(N; ’ 9), for exampli the " ‘;}Supreme Court held

' that phys1c1ans play a‘ much dlmxmsh’ d \koie as an evaluat\ anmakcr w;th respect to iy

 those drugs and that manyufacturers}us'.« g'TCmusttakeres

: diSclosure to patients. To -tﬁe eXt%ent that R 1staken analysxs 1t

exerts pressure in exactly the Wr

mg manufacturers to refr ‘n:‘-}from beneﬁclal  ~‘: .

Intentzons Resulls of Tkree Studl_, , 28 Clini

for cmmprehenswe risk



ce111ng as well asa ﬂoor on nsk drsclos' 1t*would strengthen the learned mtennedrary docmne: L

in state courts and avord havmg the on of that doctrme from servin as a ratohet o

undercut the pohcy of Secuon 503(b)(1/).; - :'.7:‘ e

5 Secﬁon 502(n) Wes,éddedito theFDCAbytheKefa D g}Amendments of :

k1962 (Pub L 87- 781 76 Stat 780) (Ex K) Atthat tlrne C on. protectlon for

,commercral speech was effectlvely non«ex;stent and pres DTC Was notrn:use.«

Through Sectlon 502(n) Congress for regulatm_v pt y'sieran;directed g ‘

advertlslng and promotlon from tf 1€ rade Comnnsswn to the rnore narrowly-fooused, .

ives was to ‘provide i

FDA. As explamed in the Senate Report on,the bxll one of ts1

céfreiiativeiy to reduce the

d1ssem1natlon of 1nfonnat10n whlch 1s false and mlsleadm , o. 87- 1 744 (1962)

reprmted in 1962 U S C C. A N. 2884 2898 (EX L) accord ‘87 2464 at l-2 (1962)

(Ex. M) Moreover the extenswe ﬂoor debate whlle replet ences to enhancmg the

| flow of mformatron to physrclans, mf o5

reference to patient mformatlon See eg, 108 g

Cong Rec. 17, 368 21 ,084, 21,086 )._62): (Statements of Sen Kefauver and Reps

ve history of Section

e 't:;for DTC;nor gwes any

‘basis for _reanrmg parall“els treat‘ment ofph&isician and patien drsclosures

¢ The Admmrstratlve Hlstory 'fg ""auon Sectmn 2021

FDA conducted an extended rulemaklng exercrse bet v -and 1969 to rmplement

Section 502(n) 2. As w1th the Congress ‘ nal debate, FDA’S rulemakmg exermse focused

 See, e.g., Drugs; Statement of Ingredlen

: Drug Advemsementsv 8 F ,Reg 6375 (June 20 1963)
(mmal rule as promulgated) (Ex. O), Presc ' :

T of Effectrve Date of Order




exclusively on commumcatlonsto ) ‘ a;and made nc mentlon of DTC See Letter of

George P. Lamrick ~-‘Coxﬁmiséi, od & Drugs Oct.l ,1963 reprznted n Compendlum of, !

Medical Advertlsmg, FDA Pub No 40 ent of James L.

Goddard, MB Comm1ssmner of Fﬁ ‘i i ﬁe»t)n‘

~Intergovernmental Relatlons of the House Comrmttee cm Go eratmns (May 25,

1966), repnnted in Compendlum of Medzcal Advertlsmg, F 40,at 34 (June 1967)

| (Ex R) Wlth that focus FDA decxded toi‘ "-1ve¢ an expans; 10nto the term i“briéf‘ :

smnmary, effectlvely reqmrmg & g ofthe preduCt "

labehng in all promotlonal comm’

FDA ﬁrst began serlous conmder on of applymg Sectic n)tGDTCm 'tyﬁhc:eaﬂy ;

1980s. At tha fite il cstgﬂgts andthe devel stitutional commercial

nt unpedxment to

- speech ’débtrihe creéted 'preSsﬁre'vaf' : »and hlghhghted th

economlcally effectlve DTC that woul result from applym n 202 1 to DTC As

Ttis true that-f: ¢
prescnptlon dr
networks and im

- print media, bt

-~ not developed to.
nperson II:’

i f{,comprehenswe p lic
7 ‘that the current;r‘ ul¢

| Actmg Upon Objectlons, 34 Fed -k eg,' 1 / nptii}g effectivgdate of order amenchng méﬁiatim) v

(Ex. P)




" Letter from Arthur Hull Heyee,'.' r., Commissioner of Food & Drugs to Rep J ohn D Dmgeil

Chairman, Subcommi;ttee-oﬁ Oversight ’ Investlgatmns, August 23 1983 at 1 (emphasm
dded) (Ex S) i LT iy

Commlssmner Hayes apparentli

themlstaken ‘ could constltutmnaﬂy

ban DTC, went on to explam that FDA 2 TC “would be approprlate

or beneﬁcml to the pubhc o Id ':attl

: {:'He stated that FDA 1sclesuref dec1510ns in

the context of its more fundamental revzew of the publm 5 »:DTC and that FDA had; :

requested a voluntary moratonum on D"’ ? o;,that it could comprehens;vely study the issue:

We have nat dem, e

o / restralnt in 1r
give the (FD tos
~ form ofdrug; , i; 10 | may have on a lay au

Id. atl

The voluntary DTC moratonum: asted untll Sep’ emt DA, whﬂe

acknowledgmg that the purpose of the moratomum to h_ Iatmn whlch was “the

product of conscious dec1s10n fo . 'rehens e pubhc dxscusswn,’_’ zdt, conducted no.

pubhc hearmgs and proposed no r _he moratonum penod-*Rather, on September 9 g

1985, FDA sxmply published 2 notme that 1t was. terrmn,atl g numl,andpenmmng

Section 202 1 to regulate DTC by extensxon of xts hteral wo' Dlrect—to-Consumer &

Advertxsmg of Prescnptlon Dmgs, Wlthdrawal of Morate Reg 36677 (Sept 9

1985) (Ex T) FDA’s terse: explanatlon 'as that “for the ‘t’regulatzons

govemmg prescrlptlon drug advertlsmg pr0v1de sufﬁment ) rotect consumers b Id; o

atv36.6.78. Thereafter, pntﬂ .gtsf'fmo' recent 1 un fof ‘constltutaonal mqun'y and broadly-focused

_public hearing on DTC’s pubh b ' s soie regulatory actxon -~ albett an




‘important one -- ‘was 1ssuance of 1ts ?199 broadcast dxsciosure guldance Wthh explamed to
| /advertlsers how to make “adequate,p C m broadcast ads for the dxssemmatxon of package

) from the‘ otherw1se

e ',"‘sfxbstanﬁve.DTc rule

Sectmns 502(n)(3)

whlch to re}y‘ These actlons v1o v th

for comment ygreced

> agency ‘putsjits
all, 628 F.2d 604, 621-622
ormal requirement of -
ise mandated for the

on the ground that it was an
not emterpretwe rule

n construes, the brief
duce other s1gmﬁcant

n, 979 F.2d 227, 237-
agenmes may forego ,
ed by statute.” 5

: and\,commeht thh

" effects on prwate mterests e Nat, I
238 (D.C. Cir. 1992) (mtemal citati
notice and comrent procedures for;
U.S.C. §553(b) (emphasxs added). Be
the opportunity for a hearing when FDA
prov1s1on the exemptxon for mterpreﬂVe m




'requirements. In any e{véﬁt,}théyi ‘ loseanycontennonthatFA’scurrent“bnef o

pervaswe power over DTC as part of t
to ban DTC altogether leen that g
- whether the First A;nendmen

: requlrements on DTC

After the Supreme Court s 2002 declslon m Westk

‘ demswns 1t is now beyond argument th FDA must _}sp

reqmrem@ntofRegulaﬁon 202.;1;
A mandatory" DTC c{iSclOf f
- claims being made, could be Ju t

“‘

- were mherently mlsleadmg, whi epubhc thanrfto‘ ‘infonn
D D C 1998) (mternal

‘,,,“not all, truthful

7 See, e.g.; Washington Legal Faund )

pp2d 51 (D.D.C. 1998); Pearson . Shalala, 164F3d
650 (D.C. Cir. 1999). T




advertlsement were to. create a fals. . mpr k ‘wn that the prescnptmn drug was rlsk fl:ee and could

be taken w1thout a beneﬁt/nsk eval_ jtwn

f1th a'hcensed prescnber could the hkehhood of
deception'ioutweigh« lthevaﬁlue i,Qf truthfu macymformatl : A- :because prescnptmn

drug DTC is'i designed.to 'Stii’rmlate aﬁ’faaﬁe -practltlonerm € ther than a purchase any ,

risk of deceptmn is substantlally lessened ';y,the role that : tenneidxarymust;play e

under Sectlen 503(b)(1) Thus, a general dlsclosure thax pr dmg ﬁas':risks that néed to
‘ » ffic ‘v t(::deceptlon and

isclosut canmthstand

decpt DTC,

FDA bears the constltuuonal burden of defendmg them y;sme:fa subétazitial,, £

‘gov,ernment‘ mterest; that ‘the_ govemmememtere‘st is {d@?@ﬂ e Y the req;uiz‘r:ementsn;” and

| thatf‘theareqtiirementsi are reesenablyrfailefedfte advahee?th thout unduly restricting -

protected speech Regulatmn 202 1, t as apphed to DT m h of th;eSngfréunds.: 4

- Flrst the absence of any}f yrm 1 pr essml985whenthep _ s;onal advemsmg rules f

were. apphed. W1thout ehange \te »fsubstantlal governmen ’ﬁterest in specxﬁc

v tt;eprofessxonal i
ng ?preeﬁtibnefs’ :
ready access to the 1nformat10n needed to mform thelr pz:o’~ dgment By contrast that

» ’ e etter of law cannot make
Prescrlbmg decxsmns Thus, it s, at best uncleax; whetkhe: th k

,f_spemﬁc nsk dlsclosure

 Creates the type of harm that constltutlonall ' »k'ustlﬁes a goy mment remedy See Edenf eld v

 Cent. Hudson, 447 US. at 566.




. Assured and Playing Pharmacist.

: ,Fane, 507 U. S 761 770 7 1 (199 ) rment cannot Jusnfy spee : {_grestrlcnons w1th

mere speculatmn or eonjecture ”,b I ust demonstrate that the harms 1t recltes are real ”)

accord Lorzllard Tobacco Co v. 'Rezlly, 5 3:"Uy S 525 55

Seeond even assurmng that FDA;could clann as sﬁ: mmandatmg nd ‘

d1sclosure to better equlp patlents to d:seuss sxde effect ‘1"sk ribers, demonstrating the

“direct advaneement” of that 1nterest by 'ex1st1ng brlef summ nts could be an uphill -

battle. A’glam, in the prqfessmnal ad emsmgcontext ‘he‘
infonﬁatic)n otherwxsepreparedfor astifions
- prescribing decisions. In the DTC
and it‘is’ jusf‘asfli\keiyﬁthat tﬁe iaVéile
patlent-pracntloner 1nterchanges as enh
wrongly assume that the avallabﬂ' 5

comprehensmn By contrast the sunple unequlvoc”

2 Anecdotal evndence demonstrates that m ny
themselves sufficiently informed to. decxde

ordering prescription drugs
professional) (Ex. U). The current
independent demsxons about whether to use 4




 Third, to the extent that',FD‘_; e tacontendthat ex1stmg risk dlsclosure S
"Preasonably ,
Féx;‘gggz U.S.469,476-77
ilon s considered,
learly not“narrowly

(explazmng that ¢ courts must exatmn & ere numerous and ,bifl}iQilsv1¢szbmdeﬁsﬁ?me :

,‘ In short Regulatlon 202 1as apph an 1 shak onst;ltutmnal ground

nalroots as well as pubhc e '

fs1mp11c1ty/comprehen51b1hty, e
concepts was explored in FDA’S rece

propqsal, 3

must understand that the advertlsed ld;rug can | efharmﬁﬂ as well as helpful and that embarkmg |




20 Hearmg Tfanscrlpt Dlrect»To-Consum £ Py
hittp: //www fd__gov/cder/ddmac/DTCmee I

specuve patlents fully to
1s1on,~maker only :w1’ch~ 4
ssages prompt the

ady to chscuss and apply 8

" ]‘ 'lack of I'lSk







the greatest beneﬁt from spe:mﬁ' 1 'sure; and a.r:vgmost hkeiy to pursue" m—depth
: ,knowledge from company web :s S ¢
’ accommodates thelr mterests by pe},, nitti

complete professxonal labehng can“

e overCQnﬁdeigl!:e byfthe‘:;additfionali{d

wtoi as age language, andi ‘
recexved and understood), :

dlfferences m v1s10n readmg and"f N ‘m
William Person, Consumer Dzrected Pro

,demographic/psychographli. b <gr !
-contribute to their ablllty to compr ]
ﬁadvemsements Y,

to. nd?to mfonnatmmgwen in roadoast

Lodg




C‘ b
~ The smxphclty and l nited

: fac111tate comphance by DTE %

,ely cmmmumcated

:reimﬁs,sage"reqmrement’f !

‘Untrue or misleading

o inclusion in another

d1st1nct part of the advertlse eﬁ~ﬁie;éﬂjaigé;r@quir’emém.if .

'the messages are nota perceptlble compdv nt of the ad

~ The Coalition recogmzcsthat ﬂ;,ctive’:jﬁati»eﬁ T raxelyare ﬁin'fa‘;',

po’siti’on to ac-toh‘iit immeaiatél‘y; The goal a condition/product

1mpr1nt sufﬁcwnt to prompt the cons ol;contact an auth ' ber and mqmreabout 3

the'dmg:'or cendmon. f'Frorr the advertls s :{ thedesuedendpomtand =




readlly avaﬁable

- The record has estabhshe‘ th: p

least some of the bref
onsumer-Directed

: Promotlon Comments at Part One 13,( ,sc" ' ,
advertxsementto commumcate effectxvely : essage e]ements)

th,cal background” | f 2

¥ See. CHC/Prmgle Consumer-Dx;ected,Prom‘ ‘on ments at P: ¢ One 6. 25-27 30 (demonstratmg

partwulanzed messages about rxsk);,

~ well suited to creating general aware;
accomplish the stated ob_;ectwe of:j end
understanding.”). B




y has assembled on

: ‘et?ifioni p’rés‘ents a

amme w1th full pubhc
tcome of such rev1ewﬂ

meady:bemg g@neratcdf s

ssmentor

economic impact

1nforrnat10nuponrequestofthe Comnussmner



petitil(f‘)n.jncliujdesféll‘;infdnh#ti@ﬁ_ahd sonwhxch thatltmcludes A
representative data and information known to the petitioner

petition.

* A current list of Coalition membe



