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July 2, 2010

BY FEDERAL EXPRESS 

TO:  Division of Dockets Management (HFA-305)

         Food and Drug Administration

         5630 Fisher’s Lane (Room 1061)

         Rockville, MD 20852

Re:   Docket No. FDA-2009-N-0582

         RIN 0910-AG27

         Direct-to-Consumer Prescription Drug Advertisements:

         Presentation of the Major Statement in Television and Radio 

         Advertisements In a Clear, Conspicuous and Neutral Manner. 
Dear Sir or Madam:


We appreciate the opportunity to submit these comments on behalf of The Advertising Coalition (“the Coalition”) in response to the above-captioned Notice of Proposed Rulemaking (“NPRM”) recently published by the U.S. Food and Drug Administration (“FDA”).
 The Coalition is comprised of national trade associations whose members are advertisers, advertising agencies, broadcast companies, cable operators and program networks, and newspaper and magazine publishers.  Put differently, the Coalition represents perhaps the single broadest constituency of advertisers, advertising agencies, media and media-related companies in this country engaged in the development and dissemination of direct-to-consumer prescription drug (“DTC”) advertising.  As a consequence, the Coalition is vitally interested in assuring that the final outcome of this rulemaking protects the public health while at the same time retaining the ongoing viability of DTC television and radio advertising, which itself demonstrably advances that paramount objective.
  

We focus our comments primarily on the so-called “neutrality” criterion that was incorporated by Congress into Section 502(n) of the Federal Food, Drug, and Cosmetic Act (“the Act”)
 as part of the recently-enacted Food and Drug Administration Act Amendments of 2007.
   This now provides that “[i]n the case of an advertisement for a [prescription] drug . . . presented directly to consumers in television or radio format and stating the name of the drug and its conditions of use, the major statement relating to side effects and contraindications shall be presented in a clear, conspicuous, and neutral manner” (Emphasis supplied).  


Clarity and conspicuousness in connection with mandatory disclosures in advertising have well-developed meanings, in both FDA parlance
 and as used by other Federal agencies.
  However, as FDA itself acknowledges, it “ . . . is not aware of any previous standards or regulations concerning the definition of ‘neutral manner’ in the context of required disclosures.”
  The best the agency can do is to say that “neutral” means “unbiased manner.”
  But then, somewhat contradictorily, and without any meaningful linguistic or other analysis whatsoever, the agency suggests that “unbiased manner” somehow has to do with avoiding distraction when the major statement is being communicated.
  Presumably, then, the criterion in proposed 21 CFR §202.1(e)(1)(ii)(D) having to do with the absence of “distracting representations (including statements, text, images, or sounds or any combination thereof) that detract from the communication of the major statement”
 articulates the agency’s current view of what “unbiased manner” means and hence of how it proposes to define “neutrality.”  


Yet, at the same time it discusses distraction as the touchstone for what is “unbiased” and therefore “neutral,” the agency says that the results of a concluded study on the impact of distraction on consumer understanding of risks and benefits, which it is “in the process of analyzing,” and the results of “further empirical studies” not yet undertaken, “may provide helpful information  for the agency to consider  in  determining 

whether a major statement is presented in a ‘neutral’ manner.”
  As a consequence, FDA says it “ . . . will provide an opportunity for public comment on the results of the analyses either during the existing comment period or through reopening the comment period if necessary.”  Put differently, FDA itself acknowledges that even if “neutrality” has to do with distraction, there is an insufficient empirical basis to support any meaningful proposed definition at this time.  In our view, “neutrality” as used in amended Section 502(n) of the Act has nothing whatsoever to do with “distraction.”  To the extent “distraction” is relevant—and it is—it has to do with “clarity” and “conspicuousness” of the major statement and not its “neutrality.” For the sake of discussion, we agree that a major statement is not “clear and conspicuous” if there are “distracting representations . . . that detract from” the net impression of the communication. The Coalition believes, however, that Congress intended to incorporate a far different meaning of major statement “neutrality” into the statute.   


In fact, in the course of the deliberations that culminated in the enactment of the new “clear, conspicuous, and neutral” major statement requirement in Section 502(n), Congress had the opportunity to require that the “major statement” of risk be totally devoid of any potentially distracting information by mandating that it be in a black and white “tombstone” format.   The failure to adopt this concept—which is itself potentially unconstitutional and otherwise problematic for many reasons, and the ensuing enactment of an independent “neutrality” standard—strongly suggests that “neutrality” has a meaning separate and distinct from anything related to “distraction.”   Moreover in our view, “neutral” when used in Section 502(n) has a qualitative meaning that is quite clearly differentiable from the more objective standards, including “distraction,” for determining when a major statement is “clear and conspicuous.”  According to Black’s Law Dictionary, the definition of “neutral” is “indifferent; unbiased; impartial; not engaged on either side; not taking an active part with either of the contending sides.” This definition is consistent with our view that “neutral” in this context should relate to the content or substance of an advertisement, not the style or manner in which the content is presented.


We submit that a major statement of risk in a DTC television or radio advertisement is qualitatively “neutral” if it neither under warns consumers about the major risks that may result from use of the advertised medicine nor over deters them from using a beneficial product.  After all, FDA approved the drug based on a balancing of risks against benefits.  A DTC television or radio advertisement that overemphasizes risks is as potentially misleading as one that overemphasizes benefits.  It does no one any good needlessly to frighten consumers away from using the advertised product with a major statement that effectively amounts to a skull and crossbones warning.  While a major statement should admittedly not under warn about risk, it should likewise not over deter beneficial use of the product.  In fact, FDA acknowledged the soundness of this very principle in its recent Draft Risk Disclosure Guidance,
 where it said that: 

“Effectively disclosing risk information also requires consideration of whether an advertisement or promotional material over warns.”   Likewise, in the Preamble to its final rule on prescription drug labeling, the agency concluded unequivocally that: “Exaggeration of risk could discourage appropriate use of a beneficial drug.”
  


This concept that the major statement of risk should neither under warn nor over deter can be called “NUNO” for short.  The NUNO principal—neither under warn nor over deter—should be acknowledged by FDA to be the operative standard for evaluating the “neutrality” of a major statement of risk even though it is admittedly somewhat qualitative.    Conversely, the relevance of “distraction,” to the extent it is relevant, should be part of evaluation whether the net impression of a major statement is “clear and conspicuous.”    


The public health rationale for incorporating a qualitative NUNO standard into determining when a major statement is “neutral” is profound, as FDA itself recognized in the Preamble to its final rule on prescription drug labeling.   Indeed, it is perfectly congruent with the existing “fair balance” rules.
  These provide that a prescription drug advertisement is not lacking in fair balance “if the presentation of true information relating to side effects and contraindications is comparable in depth and detail with the claims for effectiveness or safety.”
  This “comparability” criterion is just another way of emphasizing that “balance” between risks and benefits is what makes the disclosure “fair."  Of course, in the context of DTC television and radio advertising, the major statement requirement, together with the rules on “adequate provision,” themselves comprise the “fair balance” standard.
 

Moreover, FDA should not use this proceeding to reconstruct the substantive contours of the “major statement” requirement in the guise of defining “neutrality,” as was suggested in one comment publicly released before the close of the comment period.
  Whatever merit, if any, there may be in incorporating into a “major statement” concepts such as comparative safety and effectiveness versus other pharmacologic and non-pharmacologic approaches to treatment, including lifestyle modifications, to do so would require Congressional amendment of the underlying statutory “brief summary” requirement in Section 502(n) of the Act.  In addition, these types of comparisons almost inevitably would force advertisers—and FDA—to take a non-“neutral” position in complex medical debates, just what the “neutrality” concept put forward by Congress militates against.  As currently enacted, the law simply does not contemplate safety and effectiveness comparisons of this kind as an element of a “brief summary” nor, consequently, of the “major statement” in DTC television and radio advertising. This entire area is fraught with extreme complexity and should not be resolved through a simplistic ipse dixit effort to define in this rulemaking what is a “clear, conspicuous, and neutral” major statement. The argument is especially true given the robust debate that continues around comparative effectiveness research.

*          *          *

Our reason for advocating for an explicit NUNO standard for determining if a “major statement” is “neutral” should be quite apparent.  It has to do with our substantial interest in retaining DTC television and radio advertising as viable mediums of communication that, properly done, advance the public health.  The NPRM in this proceeding fails to acknowledge or even to address the value of DTC advertising in any meaningful way.
  It begins and ends with discussion of the standards for determining if the “major statement” of risk is “clear, conspicuous, and neutral” but does not endeavor to put the mandatory disclosure into any type of positive context. Yet FDA, as recently as May 2009 in its Draft Risk Disclosure Guidance,
 had this to say about the need for contextualizing both risk and benefit information:

It is important to emphasize that when FDA evaluates the risk communication in a promotional piece, FDA looks not just at specific risk-related statements, but at the net impression—i.e., the message communicated by all elements of the piece as a whole.  The purpose of the evaluation is to determine whether the piece as a whole conveys an accurate and non-misleading impression of the benefits and risks of the promoted product.


This proposition that risk communication be evaluated based on overall “net impression” and what “the piece as a whole conveys” about both “benefits and risks” can be reframed in terms of the NUNO principle we advocate.  Simply put, an otherwise “clear and conspicuous” major statement in DTC television or radio advertising can only be regarded as “neutral” if it neither under warns about risk nor, at the same time, over deters consumers from appropriate use of a beneficial drug.  The Coalition urges FDA to 

incorporate this principle into the “neutrality” criterion of any final regulation on the subject that it promulgates.
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� 75 Fed. Reg. 15376 (March 29, 2010).


� FDA’s own research has generally established the public health value of DTC advertising.  See Aikin K., et al., Patient and Physician Attitudes and Behaviors Associated with DTC Promotion of Prescription Drugs—Summary of FDA Survey Research Results, Final Report (2004) at 85 et seq., available at 


http://www.fda.gov/downloads/Drugs/ScienceResearch/ResearchAreas/DrugMarketingAdvertisingandCommunicationsResearch/UCM152860.pdf.   Among other things, DTC advertising: (a) encourages individuals who might otherwise not see a doctor to do so; (b) stimulates critical conversations between patients and doctors that lead to diagnosis of such under-diagnosed high priority conditions as hypertension, diabetes, depression, and high cholesterol;  (c) overcomes stigmas associated with certain diseases; and, (d) reaches minority communities and raises health awareness generally.  See e.g. The Advertising Coalition, Fact Sheet, Protected Speech Provides Vital Health Information. 


� 21 U.S.C. §352(n).


� Pub. L. No. 110-85, §901(d)(3)(A).  


� See e.g. 21 CFR §202.1(e)(7)(viii) (providing that disclosure of side effects and contraindications must be presented “ . . . with a prominence and readability reasonably comparable with the presentation of information relating to effectiveness of the drug, taking into account all implementing factors such as typography, layout, contrast, headlines, paraphrasing, white space and any other techniques apt to achieve emphasis".)  See also e.g. FDA Draft Guidance for Industry Presenting Risk Information in Prescription Drug and Medical Device Promotion (May 2009) (“Draft Risk Disclosure Guidance”), especially §III.C. (“Considerations of Format”), available at 


� HYPERLINK "http://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/guidances/ucm155480.pdf" �http://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/guidances/ucm155480.pdf� 


� See FDA’s discussion of “Standards of Other Federal Agencies for Clear and Conspicuous" in Preamble to NPRM, 75 Fed. Reg. at 15377-15379.  


� Id. at 15379, col. 1.  


� Id.


� Id.  


� 75 Fed.  At 15387, col. 1.


� Id.


� At 2, fn. 5.  


� 71 Fed. Reg. 3921, 3935, col. 1 (January 24, 2006) (“Requirements on Content and Format of Labeling for Human Prescription Drugs and Biological Products”).  


� See e.g. 21 CFR §202.1(e)(5)(ii).


� Id. (Emphasis supplied).


� See e.g. FDA Guidance for Industry Consumer Directed Broadcast Advertisements (August 1999), available at � HYPERLINK "http://www.fda.gov/downloads/RegulatoryInformation/Guidances/ucm125064.pdf" �http://www.fda.gov/downloads/RegulatoryInformation/Guidances/ucm125064.pdf�. 


� Comments of Public Citizen (June 28, 2010), reported in Dickinson’s FDA Web View (June 28, 2010). 


� See e.g. Drug Developers Facing Unsettled Period of 5 to 10 Years as CER Environment Evolves, FDA’s Woodcock Says, The Pink Sheet (June 28, 2010).


� See fn. 2 above.


� At 4.  (Italics and bold in original).  





