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Division of Dockets Management 
Food and Drug Administration 
Department of Health and Human Services 
5630 Fishers Lane, Room 1061 (IIFA-3C)5) 
Rockville, MD 20852 

Re: Citizen Petition Requesting f'romu l Tation of an Amended Re~,nilation for Prescription 
- Drug Advertising to Establish Separate Criteria for 11ractiticner-Directed and Consumer-

Directed Advertising and to Establish a 5iandiiip, Advisorv Corn nnittee oil Health Care 
Communications . 

Dear Sir or Madam: ° 

Pursuant to 21 C.F.R. ~~ 10.20 and 10 .30, the Coalition for Healthcare Communication 

(the "Coalition") submits this petition under Sections S0?, 503 arid 701 c,f'the Federal Food, 

Drug, and Cosmetic Act ("FDCA" or "the Act") (21 U.S.C . §§ 3 )52, 3 ) 53 ar~~: 37l ) to request the 

Commissioner of Food and Drugs to amend the regulations governing prescription drug 

advertisin gto consumers ("DTC")and to create a sLanditz gadvisor ycorrn,ittee on health care 

communications . 

The Food and Drug Adrninistratiox7 ("FDA'`) has significant evidence demonstrating that " 

DTC provides valuable information to consumers about treatment options and leads to 

doctor/patient conversations that improve patient care . To further FDC,~~ goals and enhance the 

value of communications from the regulated industry, this Petition asks the FDA : 

(1) to adopt formal DTC rules and policies that highlight the differing information needs 

of patients and prescri-bers, particularly recognizing the different and ciiM(Yin- roles that patients 

and practitioners play in the course ofthc drug decisional process; and 

' . 





start a discussion with their health practitioner about many conditions that are often 

unrecognized and are under-treated in this country."2 

Indeed, the record from the November 1 and 2, 2005 hearing confirms T3TC's public 

health value as a disease awareness tool and as a stimulus to beneficial consultation between 

patients and prescribers on diagnosis and treatment options. The record compiled by FDA 

demonstrates that consumer advertising works in medicine just as it does throughout the 

American economy. The economic incentive of drug manufacturers to promote recognition of 

diseases and treatment options coincides with the public interest in efficient, -effective health 

care . Market incentives stimulate what amounts to a nrdilti-billion dollar public information and 

awareness program at no cost to taxpayers . The public health will continue to be advanced by 

FDA policy that encourages effective, truthful and non-deceptive DTC advertising, (,See, 

Coalition Testimony at FDA" s November l, 2005 hearing for a more complete discussion) (Ex. 

B) . 

Meanwhile, expressions of public concern about drug safety and risk communications at 

the recent FDA hearings have highlighted the need to increase consumer understanding of drug 

safety, and the potential of DTC advertising to advance that understanding . Patients need to 

know that all drugs have risks and that prescribing decisions require a full . professional 

balancing of potential risks and rewards . Effective drub policy should reflect that difficult 

balance of priorities . Consumers must be given enough information to stimulate appropriate 

discussion of health conditions and therapeutic options with their physicians, but that same 

information should not confuse or scare them a-way from asking questions or remaining 

compliant with current treatment . 

2 See Transcript of FDA News Teleconference Announcing DTC Draft Guidanczs at 2 (Feb . 4, 2004) (Ex. A) . 
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Professional communications, however, differ from DTC both in the degree o£ scientific and 

health literacy of the intended audience and the role of different audiences in the prescribing 











health care professionals about whether an advertised treatment option could be right for them .R 

Unfortunately, FDA's current mandatory disclosures do not communicate risk information in a 

form consumers can fully understand, retain or appropriatelyuse,9 The findings presented at the 

FDA hearings thus support modified DTC disclosure requirements that encourage and equip 

consumers to discuss the likely benefits and risks of the advertised drug with their physicians . 

The Coalition's proposed amendments would enable DTC to achieve this goal . 

As noted above, the Coalition's goal is to wiiversalize patient awareness that all drugs 

have benefits and risks and to encourage patients to fully infozrr7 preseribers of ail known 

pertinent information. The Coalition urges that FDA expressly disavow any reliance on DTC to 

fully warn patients of all possible risks and side effects . The Coalition believes that such an 

"educational" effort, however noble in theory, conveys a false impression that consumers can 
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decide on use of the drug without professional guidance . Moreover, it is confusing 10 those 

consumers who lack the knowledge and context of the warnings and thus detracts from the 

achievable and critical messages that I)TC can convey. Such disclosure inust be left to other 

means . Instead, DTC advertising policy must support the role of the learned intermediary in 

educating consumers on the specific side effect risks of advertised drugs and the likelihood of 

any particular risk affecting an individual patierit . 

The FDA itself recognized in its recent rulemaking on simplified professional labeling 

that requiring extraneous disclosure is not cost free . The clutter generated by extraneous 

disclosure can, in fact, result in providing patients with information that is apparently extensive 

but realistically far less understandable and retair.able than it could and should be . 

1 . Proposed Changes tg 21 C.E.R . ~ 202.1 

The Coalition proposes a new subparagraph to -2 l C .F' .R . § 202. 1. which would 

govern risk disclosure in all "consumer-directed" adverdsements.'O New subparagraph 

E "I ~ - 



202.1(e)(3 )(iii)(b) would not apply to any "practitioner-directed" 

also proposes an amendment to paragraph 20z.1(i), which would 
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a different risk assessment fronr their practitioners and may fail to 

personal risk/benefit discussion which Section 503(b)(1) should ft 

they may purchase the drug without prescription or meaningful di 

sites, or other non-U.S, sources, thus endangering their health . Cc 

"risk-deterred" from seeking consultation with their practitioners 

overreact . See Requirements on Content and Format of Labeling 

and Biological Products, 71 Fed. Reg . at 3935 (FDA recognizing -

could discourage appropriate use of a beneficial drug," and that'"[ 

underwarning, can . . . have a negative effect on patient safety anc 

Similar misunderstandings have arisen in judicial anplicatii 

intermediary' doctrine to prescription drugs which are the subject 

Labs. Inc., 734 A.2d 1245, 1253 (N.3 . 1999), for example, the Nle~ 

that physicians play a "much diminished role as an evaluator or d: 

those drugs and that manufacturers using DTt; must take responsi 

disclosure to patients, To the extent that Regulation 202.1 facilita 

exerts pressure in exactly the wrong direction causing manufactur 

DTC or to overload I7TC with incomprehensible but legally prote 

The Coalition's proposed revision of Regulation 202,1 wo 

Section 503(b)(1) . It would reemphasize the public health import 

designation and the critical role of practitioners in the risk inform; 

both stimulation of false confidence and overdeterrence . Moreov~ 

'9 Recent studies show that the current manner of presenting risk information 11 
among patients, and a reduced intent to comply with their prescriptions . See & 
Oppenheimer, Different Methods of Presenting Risk: Information and Their Inj, 
Intentions : Results af'Three Studies, 28 Clinical Therapeutics 129, 136 ( .ian . 2C 









important one -- was issuance of its 1999 broadcast disclosure guidance which explained to 

advertisers how to make "adequate provision" ~n broadcast ads for the dissemination of pack-age 

labeling in order to qualify for an exemption in Section 202.1(e) ftom the otherwise 

comprehensive "brief summary" requirement. 21 

It is at least arguable that, by its 1985 inaction, FDA created a t1cw substantive DTC rule 

without the public notice and opportunity for comment required by F:OC:A Sections 502(n)(3) 

and 701(e) (21 U.S .C . §§ 352(n)(3), 373(e)) and the Administrative Procedure Act (5 iJ.S,C . 

§ 553(b)). The 1963-1969 ruiemaking giving rise to Regulation 202.1 gave no opportunity for 

public comment on the proper purposes of DTC risk disclosure because FDA's notices never 

raised the issue . 22 When FDA considered it in the early 1980s, it did so with no public process'' 

and resolved the question by declaring that a literal fortuity gave it a pre-existing regulation on 

which to rely . 24 These actions violate the spirit, if not the letter, of mandatory rulemaking 

`'' See FDA, Guidance For Industry, C:onsunzer-Dii°ected Bi°oadcast Advertise»ients (posted Aug . 6, 1999), 
http://www.fda.gov/cder/guidance/1804fnl .pdf. 

"2 See Am. d7ed. Ass'n v. Reno, 57 F.3d 1129, 1132 (D.C . Cir. 1995) (holding that notice "must include sufficient 
detail on its content and basis in law and evidence it) allow for meaningful and informed comment"). 

23 Providing "notice" at the time the rule is adopted and allowing subsequent comment does not satisfy the statutory 
procedural requirements for notice and comment ruietzlak-irtg . See .Air Trcrnsp. Ass'n v. Dlep't of Transp ., 900 F.2d 
369, 379 (D.C . Cir. 1990) (strictly enforcing the requirement that notice and an opporeuniry far comment recede 
rulemaking because "an agency is not: likely to be receptive to suggested changes once the agency 'put[s] its 
credibility on the line in the form of 'final' rules.") ; .nTat'l Ass'n of Farrravorkers v, 1lfiarsdtall, 628 F.2d 604, 621-622 
(D.C . Cir. 1950) ('`ongoing sensitivity to developing knowledge is to be encouraged ; it is a nonnal requirement of 
competent administration . It does not, however, justify suspension of requirements otherwise mandated far the 
initial promulgation of regulations.") (citation omitted) . 

`' FDA cannot argue that the rule was exempt froin the notice and comment procedures en the ground that it was an 
"interpretive rule ." Extending the prescription drug advertising regulation to I3TC cannot be interpretive rule 
because it "effects a change in existing law or policy" for DTC, it supplements, rattier that, construes, the brief 
summary rule set forth in the FDCA_ and it clearly intends to "impose obligations, or produce other significant 
effects an private interests." Ncat'1 Fo.rriilv Planning- andReprocl. Health Ass'n Inc. v. Sullivan, 979 F.2d 227, ?3%-
238 (D.C . Cir. 1992) (internal citations omitted) . Moreover, the APA expressly provides that agencies may forego 
notice and comment procedures for interpretive rules" "e xce C when notice or hearing is required by statute." 5 
U.S.C . § 553(b) (emphasis added) . Because FDCA Section 502(n) specifically requires notice and comment with 
the opportunity for a hearing when FBA issues, amends or repeals regulations implementing the brief summary 
provision, the exemption for interpretive rules is not available . See 21 U.S .C . w§ 352(n)(3' ), 371(e)(3). 



requirements . In any event, they clearly foreclose any contention that FDA's current "brief 

summary" approach is the product of a carefully considered administrative process. 



advertisement were to create a false impression that the prescription drug was risk free and could 

be taken without a benefit/risk evaluation with a licensed pxescriber could the likelihood of 

deception outweigh the value of truthful efficacy information. Moreover, because prescription 

drug DTC is designed to stimulate a patient-practitioner interaction rather than a purchase, any 

risk of deception is substantially lessened by the role that the learned intermediary must play 

under Section 503(b)(3) . Thus, a general disclosure that a prescription drug has risks that need to 

be weighed against its therapeutic benefits clearly suffices to avoid "inherent deception" and 

FDA can conimand additional specific risk disclosure only if that disclosure :,an withstand 

constitutional review under the bellwether Central Hudson criteria . 28 

Where FDA disclosure requirements are imposed on truthful and non-deceptive DTC, 

FDA bears the constitutional burden of defending them by showing that they serve a substantial 

government interest ; that the government interest is directly advwiced by the requirements ; and 

that the requirements are reasonably tailored to advance that interest without unduly restricting 

protected speech . Regulation 202.1, as applied to DTC, may fail on each of these grounds. 

First, the absence of any formal process in 1985 when the professional advertising rules 

were applied without change to DTC means that a substantial government interest in specific 

side effect disclosure cannot be gleaned from the administrative record, In ~,he professional 

advertising context, there is clearly a substantial government interest in giving practitioners 

ready access to the information needed to inform their professional Judgment . By contrast, that 

information is not readily understood or applied by patients who, as a matter of law, cannot make 

prescribing decisions . Thus, it is, at best, unclear whether the absence of specific risk disclosure 

creates the type of harm that constitutionally justifies a government remedy. See Edenfield v. 

21 Cent. Hudson, 447 U.S . at Sb6. 



Fane, 507 U.S . 761, 7'70-71 (1993) (the government cannot justify speech restrictions with 

"mere speculation or conjecture,"but "must demonstrate that the hannis it recites are real."); 

accord Lorillard Tobacco Co . v. IZeilly, 533 U.S, 525, 555 (2U01) . 

Second, even assuming that FDA could claim a substantial interest in mandating 

disclosure to better equip patients to discuss side effect risks with preseribers, dernonstratinb the 

"direct advancement" of that interest by existing brief summary requirements could be an uphill 

battle . Again, in the professional advertising context, the immediate availability of labeling 

information otherwise prepared for practitioner prescribing use directly advances enhanced 

prescribing decisions . In the DTC context, however, patients cannot make prescribing decisions 

and it is just as likely that the availability of specific risk disclosures in DTtJ will truncate 

patient-practitioner interchanges as enhance them. Both patients and busy practitioners may 

wrongly assume that the availability of risk information an DTC is equivalent to its 

comprehension.'``' By contrast, the simple, unequivocal messages proposed by the Coalition that 

.risks must be discussed between patient and practitioner far inore clearly advance the public 

health interest in meaningful patient-practitioner exchanges. As a result, the Coalition's proposal 

satisfies the Central Hudson standard in a way the current regulation may not . See Edenfield, 

507 U.S . at 771 (the "direct advancement" prong requi~~es disclosLires to "in fact alleviate [the 

asserted harm] to a material degree."); Grecl!er New Orleans Broad . Ass'n 1, . United States, 5-17 

U.S . 173, 192-93 (1999) (a regulation cannot be sustained if there i6 "little chance" that the 

restriction will advance the state's goal in the "context of the entire regulatory scheme") . 

2" Anecdotal evidence demonstrates that many consumers are foregoing a doctor consultation and consider 
themselves sufficiently informed to decide whether or not to use any prescription drug . See Amy Harmon, Young, 
Assured and Playdng Pharmacist to Friends; N.Y . Times, -Nov . 16, 200_5 (discussing the growing trend of consumers 
ordering prescription drugs on the Internet and trading prescription drugs with friends; without consulting a licensed 
professional) (Ex. U) . The current brief summary format effectively confirms that consumers are capable of nla'xing 
independent decisions about whether to use a particular prescription drug . 





on the advertised drug therapy requires an individualized diagnostic assessment by a licensed 

practitioner leading to a patient-practitioner benefit/risk exchange . At the threshold point in the 

prescribing process where DTC has its impact, it is not possible for prospective patients fully to 

identify and understand specific side effect risks. The patient is the decision-maker only with 

respect to whether a practitioner should be approached . If, as the core messages prompt, the 

patient approaches a DTC-prompted interaction with the practitioner ready to discuss and apply 

to his/her treatment information which the practitioner can best convey, any lack of risk 

appreciation at the DTC reception point can be remedied. 

At the September 2003 hearing, Mr. Michael Roberts of Catalizia Health Resource 

advocated a staged approach to risk disclosure in which the amount of risk information provided 

would vary based on "where the consumer is in the process of learning about a prescription 

drug . "30 The Coalition's proposal builds on this idea . Dr . Ruth Day of Duke University, 

testifying at the same hearing, specifically considered a general risk staternent in 1~TC such as 

"all drugs have potential benefits and risks depending on how they are used and who uses 

them. "31 Dr. Day believed that widespread dissemination of such a message could enable 

patients to "have a better framework for storing [the ideas], `1 need to know about the benefits . I 

need to know about the potential side effects. "'32 Dr. Day's concept also supports the 

Coalition's core messages proposal . 

The third core message helps condition patients to recall and disclose information 

uniquely in their possession that can improve prescribing decisions . The Coalition recognizes 

" Hearing Transcript, Direct-To-Consumer Promotion : Public Meeting, at 76 (Sept. 23, 2003), 
http ://www.fda.gov/cder/ddmac/U"£CmeetingTransc,ript2 .cioc {last visiteJ'vfar . 29, 2,OOci ; . 

31 See Hearing Transcript, Direct-To-Consumer I'~~amotican : Public Meeting, at 250 (Sept. 221, 2003), 
http://www.fda.gov/cder/ddmac/DTCmeetingTran script . doc (last visited Mar. 29, ZO0b} . 

32 Id . 
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the prescribing decision is made. Unless the patient retains the specific side effect inforination 

provided in DTC, it may play no role in the decisional process or . in a best case scenario, have to 

be re-conveyed by the practitioner . If the specific disclosure, in the majority of cases, has no 

greater impact than the Coalition's proposed core "discussion." admonitions. there is no public 

health benefit in retaining a complex, potentially incomprehensible, administratively burdensome 

disclosure regime, with all the attendant risks of false confidence, when a superior alternative is 

readily available . 

The record has established that patients have difficulty in comprehending the 

:encyclopedic risk disclosures in the current brief summary. 36 By paring down the quantity 6f 

risk-related information in D`I`C, and requiring the core messages to be imprinted repetitively, 

the Coalition's proposal better assures that the most important messages will be understood, 

retained, and acted upon by patients . 37 In addition, by reducing the clutter of product-specific 

side effect warnings, the Coalition's proposal will enhance the effectiveness of advertising 

messages . Patients will not only better understand the advertised drug's potential benefits'. but 

also the critical safety ;infonnation needed as they move to the next stage of the adoption process, 

including their conversations with prescribers. 

36 See FDA Survey Research Results at 25 (55% of patients surveyed in 2002 ivho read at least some of the brief' 
summary described it as "very hard" or "somewhat hard" to read); see also CF-TC/Pringie Con surner- Directed 
Promotion Comments at Part One: 13 (discussing shoving °a remarkable decline in the ability of [al) g 
advertisement to communicate effectively as the number of alternatives (or attributes and/or inessage elements) 
increased."} ; Draft Brief Summary Guidance at 2 (acknowledging consumers' lack of "[a] technical background" 
and difficulty in understanding and retaining e~haustive lists of risks) . 

'' See CHC/Pringle Consumer-Directed Promotion Comments at Part One: 9-11, 13-16. 25-27, 30 (demonstrating 
that consumers are more likely to understand and remember simple, generalized messages than complex, 
particularized messages about risk); see also id. at Part One: 26 ('`Even though mass media advertising may be quite 
well suited to creating general awareness of the overall risk of RY communications, it simply is not suited to 
accomplish the stated objective of rendering in its objects the desired levels of detailed and complex 
understanding.") . Z_ 
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