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RE: Docket No. FDA-2014-N-0168
RE: 
Agency Information Collection Activities; Proposed Collection; Comment Request; Disclosure Regarding Additional Risks in Direct-to-Consumer Prescription Drug Television Advertisements
The Coalition for Healthcare Communication (CHC) appreciates the opportunity to file comments and make recommendations regarding the proposed research study designed to investigate the impact of limiting the risks presented in DTC prescription drug television ads. 
CHC applauds the FDA’s efforts to seek clearer ways of communicating risks in TV ads for prescription drugs. It is the CHC’s position that less is more in advertising directed at consumers and that shorter, simpler disclosures are most likely to lead to robust doctor-patient conversations and better health outcomes. This hypothesis is based on the view that advertising is not the most effective venue for risk and side effect information, because, as referenced in the Federal Register notice, lengthy lists of possible side effects may cause patients to overlook potential harms of a medication, or an abbreviated list of "serious side effects" may cause consumers to refuse potentially beneficial treatment in fear of side effects that are rare. 
On a macro level, we would suggest that the role of advertising for prescription medication is to raise awareness of potential treatment options, and in some cases, of general disease states, and that side effect and risk information is best delivered in a more educational environment. We know, for example, that consumers generally look for such information online, where they can find more comprehensive information and can effectively weigh risks and benefits. 
In its comment to the FDA on this proposed study, the Pharmaceutical Research and Manufacturers of America (PhRMA) stated the important role that DTC advertising plays in improving patients’ awareness of medical conditions and available treatment options, and supported the view “that the major statement, in practice, may be too long and complex for most, if not all, broadcast advertisements, resulting in (1) reduced consumer comprehension; (2) minimization of the most important risk information; and (3) potentially, therapeutic noncompliance due to fear of side effects.”
 The PhRMA comment also reiterates the FDA’s and the Federal Trade Commission’s (FTC’s) suggestions “that risk communications are more effective if consumers notice, read, and comprehend them,” stating further that “long or complex warnings may be less effective at communicating risk information in an understandable way compared to shorter, more focused warnings.”
 CHC supports these remarks from PhRMA. 
CHC has provided support below for reducing the “white noise” of myriad risks that accompanies DTC TV ads and has addressed several issues and concerns that are of particular interest to its member companies. If FDA would like further clarification of our comments on any of these areas, CHC and its members would be pleased to work with the agency as needed.
Less Is More in TV Ads

In speaking directly about the goals of the FDA’s proposed study, the CHC, which represents those in the communications field, asserts that trying to communicate fewer messages in a TV ad is much more effective than attempting to include numerous messages. Further, as the FDA has suggested, trying to include every possible side effect in a TV ad likely dilutes all of the messaging in the ad. As such, we believe that choosing the most targeted information for inclusion in a TV ad will produce the greatest clarity for consumers.
There are several studies available that support the “less is more” argument and the agency’s hypothesis that providing limited risk information along with the disclosure about additional risks will promote improved consumer perception and understanding of serious and actionable drug risks.
For example, a legacy study of the general problems of “miscomprehension” in TV ads found that if viewers were able to correctly comprehend one of the test communications, most miscomprehended some portion of the second communication that they saw and that “one might expect anywhere from one-quarter to one-third of the material information content contained in communications that are broadcast over commercial television to be miscomprehended.”
 Another more recent study of TV advertising showed that “consumers have consistently demonstrated low levels of recall for disclosures or warnings for a variety of products” and stated that these disclosures are largely ineffective.

General advertising principles dictate that reducing the number of messages in a TV ad is the best way to communicate information that is likely to be understood or acted upon. In other words, “simplicity is king.”
 A study conducted by former DDMAC official Louis Morris and other marketing experts underscored this point for risk disclosures, stating that “lengthy risk disclosures … may not be understood.”
 
Further, because disclosures in broadcast ads are “externally paced” – consumers have little control over the amount of time they are exposed to the message – the more complex an ad script is, “the less likely it is that important elements of the ad will be recalled or recognized.”

Additionally the FDA should be increasingly skeptical of the effectiveness of mandatory disclosures. A 2012 study on the effects of these disclosures in advertising found no evidence that consumers benefit from government-mandated disclaimers in advertising.
 Indeed, the study found that mandated messages increased confusion in all 18 studies and were ineffective or harmful in 15 of the studies.

Proposed Study Specifics

In terms of the proposed study methodology, we would make the following suggestions:

· Include a qualitative leg to the study. Based on the proposed sample size of 1,500 consumers, we assume the study will be quantitative. We feel that qualitative research would be helpful in identifying drivers and barriers to consumer understanding, as well as probing alternative paths to patient education.

· Include physicians in the study. Physicians obviously play an important gate-keeping role in the prescription drug market. It would be helpful to better understand how much time physicians typically spend discussing side effects with patients, as well as determining what level of familiarity with side effects, risk and benefits they prefer their patients to have before consulting them.

· Recruit respondents and analyze results by age cohort. The research habits and information expectations of different age groups differ dramatically. Any revisions to current policy should meet the needs of the full spectrum of consumers.

· Consider including communication media beyond television. We see the role of television changing for all our clients. We suggest exploring the right way to deliver side effect information across media — television, print, digital and social media.

· Reconsider using existing DTC ads in the proposed study. PhRMA recommended in its comment that the FDA not include existing DTC ads because consumers’ familiarity with these ads and the products’ side effects could skew the study’s results. The CHC concurs with this recommendation. 
· Clearly define what “serious and actionable” risks are. We support selecting the most important risks to communicate (and would be happy to provide general risk assessment guidance), but would ask the agency to consider that companies will need to clearly understand which risks to include (e.g., The worst risks? The most common risks?). 
Finally, CHC agrees with the FDA that conducting the study is necessary for the proper performance of the FDA’s functions because, among other benefits, the study will be useful in determining whether or not the FDA can continue to require any or all disclosure mandates in DTC (and other) advertising consistent with the First Amendment. Clearly, the First Amendment puts the burden on the FDA to demonstrate that its rules and policies – in this case the disclosure mandates – are necessary to serve FDA’s interest in ensuring that consumers are not deceived by ads. Further, any mandate must be narrowly tailored to achieve that interest, so it must not be broader or more extensive than necessary. See, for example, Sorrell v. IMS Health, 131 S.Ct. 2653 (2011): and United States v. Caronia, 703 F 3d 149 (2d Cir. 2012). 
Again, the Coalition for Healthcare Communication appreciates this opportunity to comment on these matters and stands ready to offer additional information at your convenience.
Sincerely,
John Kamp
Executive Director

Coalition for Healthcare Communication
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