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Dear Sir or Madam:

I am pleased to have the opportunity to provide additional comments on standards that would be considered in determining whether the major statement in direct-to-consumer (DTC) television and radio advertisements relating to the side effects and contraindications of an advertised prescription drug intended for use by humans is presented in a clear, conspicuous, and neutral manner.

I was pleased to submit to FDA on July 2, 2010 comments on the "neutrality” language incorporated by Congress into Section 502(n) of the Federal Food, Drug, and Cosmetic Act ("The Act") as part of the Food and Drug Administration Act Amendments of 2007.
 I noted at the time that FDA had acknowledged, it " . . . is not aware of any previous standards or regulations concerning the definition of 'neutral manner' in the context of required disclosures.

I also noted that FDA discussed "distraction" as the touchstone for what is "unbiased" and therefore "neutral," and that the agency had said that the results of a concluded study on the impact of distraction on consumer understanding of risks and benefits, which the agency was "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."

The principal theme of my comments in 2010 was 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 the use of the advertised medicine nor over deters them from using a beneficial product.

While I appreciate the release by the agency of the Technical Research Report entitled, "Experimental Evaluation of the Impact of Distraction on Consumer Understanding of Risk and Benefit Information in Direct-to-Consumer Prescription Drug Television Advertisements,”
 I do not believe it provides support for FDA to venture into the creative design and formatting of advertising in a manner that would mandate a new regulatory standard that would require sponsors of television advertisements to communicate the major statement simultaneously in both audio and visual portions of the advertisement (dual modality requirement). The Technical Research Report appeared at numerous points to provide justification for such a requirement in anticipation of possible future regulatory decisions to implement a dual modality requirement.

I am very respectful of the statutory obligation of FDA to implement Section 502(n) of the Food, Drug & Cosmetic Act regarding prescription drug advertisements, and the obligation to determine whether a particular advertisement provides "fair balance" in the presentation of benefits and risks or contraindications. At the same time, I am confident that FDA understands and endeavors to distinguish between seeking sanctions for an advertisement that is published or broadcast that fails to meet these standards and may be subject to regulatory action, and designing a regulatory scheme that dictates the style and content of advertising in advance of its presentation to the public.

In the context of nearly four decades of decisions by the United States Supreme Court that have extended the protection of the First Amendment to commercial speech, the latter scheme would approach if not cross the important demarcation between prior restraint of advertising and a post-publication assessment that a particular ad is untruthful or misleading.

Consider, for example, that as part of the agency's pre-review guidance to advertisers of prescription drugs, that a criterion is added that requires all advertisements for television to present the risks and contraindications in a dual modality format with the text superimposed on the screen to accompany the audio. To apply a sanction, after broadcast, to an advertiser who omits the dual modality presentation, would require the agency to find that the absence of such a combined audio and graphic presentation was false and misleading to the consumer. This is the same consumer who cannot obtain a prescription for the advertised medicine without visiting a physician, undergoing an examination and having the physician conclude that the medicine is appropriate to the specific patient.

From 1975 until today, the Supreme Court has been quite explicit about the standards that the government must apply before it may regulate speech. First, of course, to obtain this protection the activity must be lawful and the speech truthful and not misleading. Second, the government must have a substantial interest that it wishes to advance with the proposed regulation. Third, the proposed regulation must "directly advance" that substantial government interest. Finally, the regulation must be the least restrictive means of achieving the government's interest, and it must be the last and not the first alternative selected.

It is difficult, in light of the conclusions in the Technical Research Report, to understand how the agency can make a determination in future cases to be addressed that all television advertisements for prescription medications will be false and misleading if they do not present risks and contraindications in a dual modality format.

I am appreciative for the opportunity to present these views to the agency, and in particular for having extended the comment period for an additional week.  Thank you for your consideration.
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