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Consumer-Directed Promotion of Regulated Medical Products
Merck & Co., Inc. is a leading worldwide human health products company.  Merck’s corporate mission is to discover new medicines through breakthrough research and make those medicines available to people who need them.  To this end, Merck spends over $4 billion annually on research and development.  Through a combination of state-of-the-art science and clinical research, Merck’s R&D pipeline has produced many of the important pharmaceutical and biological products on the market today.

As a leading human health products company, Merck endorses the dissemination of consumer-directed information to encourage meaningful interactions between consumers and healthcare professionals (HCPs) and to inform consumers and caregivers about diseases, conditions and the availability of treatment options that may improve health and the quality of lives.  Merck creates both disease awareness information and branded product communications directed to consumers, also known as Direct-to-Consumer (DTC) promotion, that are designed to encourage consumers to take action to improve their health, and encourage the consumer to engage in discussion with their healthcare provider.  Merck has implemented many consumer-directed print and broadcast campaigns for a variety of products and diseases, such as seasonal allergy, asthma, osteoporosis, high cholesterol and chemotherapy-induced nausea and vomiting.  We also routinely provide patient education materials to HCPs for distribution to patients.  We believe that our experience in developing information resources for patients results in DTC programs that provide clear, balanced product and disease information.  These communications encourage appropriate consumers and caregivers to consult with HCPs to learn more about treatment options and to engage in beneficial health behaviors.  

In an effort to ensure that patients and consumers have other avenues of access to information, Merck expends significant resources on disease awareness campaigns (e.g., “Diabetes: Know the Heart Part” campaign about diabetes and cardiovascular disease risk) and the development of health information resources that provide patients with information about health concerns (e.g., Merck Manual-Home Edition and www.MerckSource.com).

As a signatory to and active participant in the development of the Pharmaceutical Research and Manufacturers of America “PhRMA Guiding Principles – DTC Advertisements About Prescription Medicines,” Merck supports these and all other constructive ideas to further enhance the ability of DTC advertising to help consumers achieve better health outcomes.  Hence, Merck is very interested in and welcomes the opportunity to comment on DTC advertising.  Following the public hearing held on November 1-2, 2005, this response contains general comments related to DTC promotion and provides results of research concerning DTC communication of essential information.
General DTC Comments

Consumer-directed promotion of prescription medicines continues to generate much discussion and controversy despite existing research demonstrating the health benefits of DTC advertising.  Much of the concern about DTC advertising is predicated on the assertion that DTC advertising is highly influential, overstates the benefits of using advertised drugs while understating the associated risks, and therefore causes consumers to demand medicine, which in turn undermines the patient-physician relationship and results in inappropriate prescribing and increased healthcare costs.  However, research data generated by objective and independent organizations largely does not support these common arguments against DTC advertising, especially arguments related to influence and consumer demand.  For example, results from the FDA’s 2002 consumer survey
 showed that 32 percent of consumers asked their physician about an advertised prescription medicine.  This figure is nearly the same as estimates from studies conducted by Weissman and colleagues
 (35 percent), the National Consumer League
 (31 percent) and an eight-year tracking study by Prevention and Men’s Health magazines
 (34 percent), conducted by Princeton Survey Research Associates and with technical assistance from FDA/DDMAC.

While this level of general discussion of potential treatment options can be expected to result in positive health outcomes, it typically does not end in patient requests (demands) for advertised medicines.  Only seven percent of consumers in the Prevention/Men’s Health survey reported having actually asked their doctor to prescribe an advertised drug. Similarly, the research by Weissman and colleagues suggested that approximately three percent of visits to the doctor’s office involve any patient-initiated discussion of advertised drugs, while FDA’s consumer survey suggested that only four percent of consumers have initiated a visit to the doctor because of a DTC advertisement.     

Discussion about advertised medicines also does not appear to undermine the patient-doctor relationship.  FDA’s consumer survey showed that among patients who spoke with their doctor about an advertised drug, 90 percent said that their doctor welcomed their questions and 83 percent reported that their doctors responded as if their questions were a normal part of the office visit.  Moreover, results from FDA’s physician survey showed that 73 percent of doctors reported that their patients asked more thoughtful questions “because” of their DTC exposure.

Questions persist, however, about whether DTC advertisements adequately communicate both benefit and risk information in a balanced way.  Results from the FDA’s 2002 research suggested that only 40 percent of physicians think patients understand the risks and possible side effects associated with advertised drugs, and even smaller proportions thought patients fully understood limitations of efficacy (30 percent) or who should not use advertised drugs (25 percent).  These results are underscored by findings from the Prevention/Men’s Health research that showed only 44 percent of consumers are aware of the brief summary page in magazine advertisements, and that among these consumers, only 46 percent read the brief summary either in whole or for key information. 

Notwithstanding whether more can be done to improve how information is communicated, research has shown that the core messages of DTC promotion are reaching consumers in a positive way.  For example, 88 percent of the physicians in the FDA survey who recalled being asking about an advertised medicine reported that the patient understood the condition the advertised drug was intended to treat.  Weissman et al. also found that 25 percent of DTC-related doctor visits resulted in new diagnoses and that an additional 46 percent of those visits were for existing conditions – an outcome that would be unlikely to occur if consumers misunderstood the indication or the appropriateness of the medication.  Moreover, further analysis by Weissman and his team showed that of the new diagnoses, 43 percent represented “high-priority” conditions, as defined by Agency for Healthcare Research and Quality/Institute of Medicine (AHRQ/IOM) criteria.  

Given the available research, Merck believes that DTC promotion serves the public health and can play an important role in providing consumers and caregivers with practical health information.  Nevertheless, it is worth continued exploration to identify potential ways to help consumers understand the risks and benefits of prescription medicines, while developing DTC communications that are clear, relevant and motivating to consumers, patients and caregivers.  Ultimately, the goal is to enable patients to comprehend their condition and its treatment, to motivate patients to work with their HCP to make the best decisions for their care, to make appropriate lifestyle changes, and to take the right medications at the right time in the intended dose.
Merck Research:  Presenting Benefit and Risk Information in Advertisements
Merck devotes substantial time and effort to ensure that the promotion of its products directed to consumers is accurate, non-misleading, balanced and understandable, and otherwise meets all applicable legal requirements.  In developing advertisements, Merck recognizes that the regulations require a fair balance in the presentation of benefit and risk information, and that the disclosure of risk information is provided in a manner and prominence reasonably comparable to claims about drug benefits.  As noted in the docket, FDA’s interpretation of the regulations is that “a balanced discussion of the risks and benefits should appear in the body of the promotional material.”  In providing that balancing information, the docket poses the question, “How could the content and format of risk information in promotional pieces be better communicated to consumers?”
Merck, as well as other pharmaceutical companies, is examining different approaches to communicating risk and benefit information in DTC broadcast advertising.  Several techniques, such as using physicians (actual or actors) to convey risk information, eliminating potential distractions during presentations of risk, or interspersing risk and benefit information throughout an ad have become more widely used in recent months.  Some of these new approaches have gained public and media attention and been lauded as having made significant improvements in presenting risks and benefits to consumers.  However, little or no evidence exists as to whether these new approaches, while different, are necessarily better at communicating essential risk information – as measured by consumers’ ability to recall a product’s risk and benefit profile after viewing an ad. 

To determine what effect, if any, different presentational approaches might have on consumer recall of risk and benefit information, Merck conducted copy test research of four hypothetical television ad executions using one of its prescription medications.  The first test spot described the condition and product benefits at the front of the ad and presented risk and other essential information towards the end with numerous scene changes occurring during the presentation of risk information.  The second and third executions also used the same location of benefit and risk information as the first spot; however, the second execution used a female voiceover to present risk information, had no scene changes during presentation of risk, and superimposed each risk in text at the bottom of the screen as it was verbally presented, while the third execution used an on-camera actor/physician to present risk information and also superimposed risks as they were presented.  The fourth test spot differed completely from the first three and used a question and answer approach between actors portraying a patient and a doctor with risk and benefit information presented throughout the ad via patient-physician interaction.  During the test, individual respondents (self-identified patients who had the condition for the advertised medicine) were shown only one of the four test spots, appearing once in combination with six other non-prescription products and then a second time as a single-ad or forced exposure.  A total of 620 consumers, in four separate cells of approximately 150 consumers each, were involved in this test.
In this research, presentational style on its own did not significantly influence unaided consumer recall of risk information.  All ad formats appeared reasonable effective in generating recall.  While recall of risk information varied for different risk elements across the four different presentations, none of the differences were significant at the generally accepted 95 percent confidence level.  Moreover, the pattern of results did not show a significant, systematic difference in recall that would suggest one presentational style is clearly better than another at communicating all the risk information.

These results suggest that the ability of DTC television advertising to communicate essential information may have less to do with the format of individual ad executions and much more to do with whether consumers can retrieve and retain essential information, regardless of presentational format.  This observation is important because it recognizes that (1) there may not be a single best way of presenting a television ad, (2) consumers may retrieve information in a variety of ways and (3) the assessments of consumers themselves may be helpful in evaluating whether an ad communicates risk and benefit information in a manner that is both retained and understood.  This research does not provide a definitive answer on the optimal format or presentational style for presenting risk information in a television ad, or even on whether a single optimal format exists.  More work would be helpful to better understand how well DTC advertising is meeting its requirement of communicating essential information to consumers.  However, this research does suggest that various executional approaches in broadcast advertisements can provide effective communications.  It also may serve to remind all parties involved in the debate around DTC advertising that quantitative testing for recall and comprehension may lead to a fuller understanding.  

As a next step to helping measure understanding and comprehension of essential information, Merck is developing a standard research protocol for use in assessing how well DTC advertisements intended for television broadcast communicate essential information about the benefits and risks associated with advertised prescription drugs.  Merck requested technical assistance from the FDA Division of Drug Marketing, Advertising and Communications (DDMAC) in developing the protocol and DDMAC agreed to provide assistance.  While still in the early stages of development, the research protocol would involve exposing consumers to proposed television advertisements and making objective assessments of how well they recall and understand essential information about the risks and benefits of the advertised drug, the health condition the drug is intended to treat, and the appropriate patient population for the drug.  Merck anticipates that the protocol will be used for the internal evaluation of broadcast advertisements prior to airing and that the quantitative results of these evaluations will be shared with DDMAC at the time of pre-submission of new DTC campaigns for DDMAC review and comment before use.  If a validated research protocol can be developed, Merck intends to make the protocol available for use by other pharmaceutical companies and their respective advertising agencies for use in development of DTC advertisements. 
Brief Summary Disclosures

In this docket, FDA seeks input as to whether “changes in certain required prescription drug disclosures – the package insert for print promotional labeling and the brief summary for print advertisements – improve the usefulness of this information for consumers”.  
Merck has for many years provided patients with consumer-friendly print brief summaries that provide information on the risks and benefits of our products.  Merck previously commented on the draft guidance “Brief Summary:  Disclosing Risk Information in Consumer-Directed Print Advertisements”.
  In those comments, Merck agreed with FDA’s draft recommendation to use consumer-friendly language in consumer-directed materials, including brief summaries accompanying DTC advertising.  In fact, Merck has been at the forefront of consumer-friendly brief summaries by creating FDA-approved Patient Prescribing Information (PPI) for nearly all of its DTC-promoted products.  These PPIs are used to fulfill the brief summary requirement in DTC print advertising.  They are developed in consumer-friendly language and are presented in an easy-to-read question and answer format to assist comprehension.  Additionally, Merck supports FDA’s action to conduct research on the content and format of risk information in print advertisements and has previously provided detailed methodological comments and suggestions in response to the FDA’s Federal Register Notice on the “Evaluation of Consumer-Friendly Formats for Brief Summary in Direct-to-Consumer Print Advertisements for Prescription Drugs”.
 

Conclusion
Merck has been in the forefront of adopting DTC practices that result in high-quality consumer communications.  Merck has been using patient information in consumer-friendly language in print ads since the early 1990s.  For years, Merck has voluntarily submitted new DTC advertisements to the FDA for review and comment, and has led the industry by acting on those comments prior to airing or publishing its consumer-directed promotion.  Merck will continue these practices and believes that the development of the proposed research protocol will improve upon its current pre-submission policies and practices by providing objective assessments of the communication value of the advertisements as well as increasing the value that DTC advertising has in helping consumers take steps to achieve better health outcomes.  

Sincerely,
Charlotte O. McKines

Executive Director

Marketing Communications
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