DOCKET NO 01N-0078

OMB NO 0910-0479

Supporting Statement

Assessment of Physician and Patient Attitudes Toward 

Direct-to-Consumer (DTC) Promotion of Prescription Drugs

A. Justification

A1. Necessity for the Information Collection
Under the Federal Food, Drug, and Cosmetic Act (FD&C Act), a drug is misbranded if it’s labeling or advertising is false or misleading.  In addition, Section 502(n) of the Act specifies that prescription drug advertisements must provide information in brief summary about the advertised products side effects, contraindications and effectiveness.  The Food and Drug Administration is responsible for enforcing the Act and implementing regulations.

Although prescription drug advertising was once restricted to health professionals, consumers have recently become a primary audience for promotional dollars. Advertising directly to consumers in magazines and on television, which started slowly in the early 1980's, has increased exponentially in the past decade.  Promotional dollars expended for advertising prescription drugs to consumers exceeded $2 billion dollars in 2000 (IMS Health, 2001).

Direct-to-consumer (DTC) advertising has raised many issues about its ultimate impact on the public. Advocates have held that DTC advertising will more fully inform consumers about promoted products, improve interactions between patients and health care professionals, improve adherence to therapeutic regimens, decrease drug costs, and generally satisfy consumers needs and interests in obtaining desired drug information.  Critics, on the other hand, have maintained that DTC promotion will confuse consumers, interfere with health professional-patient relationships, increase demand for unnecessary medication, increase inappropriate prescribing and misprescribing, increase drug costs, and generally pollute the information stream by barraging consumers with one-sided promotional information. 

Although prescription drugs have been promoted to consumers for more than a decade, there is little publicly available research about the impact of this form of promotion.  FDA's initial studies of DTC promotion focused on mechanisms for providing risk disclosures within the advertisements.  Industry-sponsored studies have focused on the marketing value of specific DTC advertisements. 

In October 1995, FDA sponsored a public hearing concerning DTC promotion (60 FR 42581). Presentations were made by representatives from a variety of industry, consumer, academic, and health professional associations.  While many industry and advertising/marketing groups encouraged FDA to make DTC advertising more accessible to consumers by reducing requirements that called for the distribution of labeling information, serious doubts about the effects of DTC promotion were expressed by consumer and health care professional groups.  The agency requested further information and called for studies (61 FR 24314, 62 FR 43171).

In the Federal Register of August 12, 1997 (62 FR 43171), FDA announced a draft guidance which gave specifics on how sponsors could disseminate, within the requirements of the regulations, product claim advertisements (i.e., ads that tell both the name of the drug and what it is used for) for drug and biological products on television and radio.  In this draft guidance, FDA specified a mechanism that would satisfactorily fulfill the requirement that such broadcast advertisements make provision for getting product labeling to viewers or listeners of the advertisement.  The provision of this interpretation of the regulations assuaged the concerns of industry that FDA intended to deliberately discourage broadcast advertisements by rejecting any mechanism that would allow such advertisements.  Since the draft guidance was issued, there has been a significant increase in the number and frequency of presentations of broadcast advertisements that make product claims.  The guidance was finalized on August 9, 1999 (64 FR 43197; see Appendix A).

With the increase in DTC advertising, the agency is concerned about the impact of such advertising on consumers and the health care system.  In the FR notice announcing availability of the final guidance, FDA reiterated its intent to evaluate the effects of the guidance, including effects on the public health, of DTC promotion, and specifically of consumer-directed broadcast advertising within 2 years of publication of the final guidance.  As part of this evaluation, the agency conducted a 1999 survey of the public on the effects DTC advertising has on interactions with the doctor (OMB Control No. 0910-0399; see Appendix B).  The purpose of the evaluation described herein is to follow up on the agency’s 1999 consumer survey and expand information collection to include health care providers.

Two data collection efforts will be conducted: a patient survey and a physician survey.  The patient survey will be conducted through randomized telephone interviews with a national probability sample consisting of 775 adults 18 years of age or older who have recently (within the last three months) visited a physician.  Research participants in the patient survey will be asked a series of questions designed to measure the influence of DTC advertising on patient’s attitudes about prescription drugs and their relationship with their doctor or healthcare provider.  Dependent measures include what prompted the patient’s visit (including questions about the possible role of DTC promotion), their role in requesting an advertised medication, expectations about receiving a prescription, satisfaction with the encounter and the doctor’s decision to prescribe or not prescribe the requested drug, information sources about prescription drugs, opinions about prescription drug promotion, and reactions to DTC print and broadcast promotion.  Demographic and health care utilization information will be collected to verify the generalizability of the sample. 

The physician survey will be conducted through telephone interviews with a national probability sample of office-based physicians who engage in patient care at least half-time.  The sampling frame of 500 physicians will consist of names drawn from American Medical Association’s Physician Masterfile. There is reason to believe that both general practitioners and specialists should be surveyed about this topic.  Previous research on physician attitudes toward DTC advertising has found that many physicians have negative attitudes toward this type of advertising (e.g., Lipsky & Taylor, 1997).  It is possible that physician attitudes toward DTC may vary across medical specialty, with attitudes being more positive among specialists treating serious but undertreated conditions than those treating more common ailments.  Therefore, one-half of the survey sample will consist of general practitioners and the other half will consist of specialists in medical conditions that are targeted by DTC advertising.  

In an effort to maximize the response rate for physician, prenotification letters will be mailed to all potential physician respondents.  Respondents will be randomly selected to receive a $50, $75 or $100 incentive (see section A9 for a further discussion).  Dependent measures include experiences with DTC-related patient interactions, perceived pressure to prescribe requested drugs, effects of DTC on the dynamics of the doctor-patient interaction, and opinions about the effects of DTC advertising on patient understanding and behaviors.  Demographic information will be collected to verify the generalizability of the sample. 

Two steps were taken to maximize the construct validity of the questionnaires (Cook & Campbell, 1979): 1) where possible, parallel topics were measured in the patient and physician surveys, and 2) the content and wording of the questions were maintained between the 1999 consumer survey and the proposed patient survey.

The specific dependent variables for this study are outlined below (see Appendix C for a copy of the patient questionnaire, and Appendix D for a copy of the physician questionnaire).

Patient Questionnaire

Question #s

Variable Measured

1-2


Screener to Select Eligible Participants

3-19 Awareness of Prescription Drug Advertising

20-37  


Interaction with Doctor

38-52    

Opinions About DTC Advertising

53-62   

Demographics and Background Information

Physician Questionnaire

Question #s

Variables Measured

1-3 Screener to Select Eligible Participants

4-35    


Experiences with DTC Advertising-Related Patient Interactions

36-39   


DTC Effects on Patient Outcomes

40-47   

Demographic Information

A2. Uses of the Information
The information from this survey will help FDA understand the impact of DTC promotion on public health and help the agency make informed future public policy decisions regarding disclosure requirements of DTC promotion.  The research is directly applicable to concerns about the effects of DTC advertising on patient attitudes about prescription drugs and the doctor-patient relationship. The other use of the research is to support industry development of and FDA review decisions about specific promotional activities.
A3. Use of Automated Information Technology
The burden for the telephone survey will be minimized by entering information collected through the CATI system (Computer Assisted Telephone Interviewing) directly into a computer.  The CATI system also ensures that skip patterns are automatically followed, and response entry is much less subject to error.  

A4. Efforts to Avoid Duplication
Several large-scale studies have been fielded to investigate the impact of DTC on consumer awareness and attitudes (e.g., Prevention Magazine, 2001; Time, Inc., 1999).  Many of the private groups conducting research have some kind of vested interest, either economic or philosophical, in the continuation of DTC promotion.  The survey conducted by the FDA in 1999 was unique in its focus on the impact of DTC advertising on the relationship between consumers and their health care providers. We have conducted in depth literature reviews and we have not found studies that have focused on this specific topic.  Furthermore, a recent academic conference sponsored by the Department of Health and Human Services’ Office of the Assistant Secretary for Planning and Evaluation (ASPE) also emphasized the need for research on the effects of DTC on the physician-patient relationship (Bero & Lipton, 2001). In the Federal Register of August 12, 1997 (62 FR 43171), the agency issued a notice calling for data on the extent to which DTC advertising influenced consumer knowledge, judgment and behavior.  FDA also sought such feedback through previous hearings conducted on this topic (60 FR 42581). No similar information was found nor obtained in any of these efforts. 

The proposed research will again examine the impact of DTC advertising on patients’ perceptions of their relationship with their doctor.  In addition, the doctor-patient relationship has not been examined from the perspective of the health care professional.  This research is needed at this time because the impact of DTC advertising on this relationship should be examined in an environment where this type of promotion is no longer novel.  The investigation of the impact of DTC advertising on the doctor-patient relationship from the perspective of both the patient and the doctor is important to the agencys regulatory needs. 

A5. Impact (if any) on Small Business and Methods Used to Minimize Burden
This data collection effort does not involve small businesses or similar entities.

A6. Consequences if the Information was not Collected or Collected Less Frequently
If this information were not collected, FDA would not have the comparative empirical information to enable assessment of the impact of DTC promotion on the public.  Current information collection is vital to gauge the impact of this type of promotion over the last two years.  It is important for FDA to invest in data collection at this time so that regulatory activities can be based, in part, upon empirical information. 

A7. Special Circumstances
a) Requiring respondents to report information to the agency more than quarterly.  This is a one-time-only data collection effort. 

b) Requiring respondents to prepare a written response to a collection of information in fewer than 30 days after receipt of it.  The telephone survey requires no written responses. 

c) Requiring respondents to submit more than an original and two copies of any document. Telephone respondents will not be required to submit any documents. 

d) Requiring respondents to retain records for more than three years. Respondents will not be asked to retain any records.

e) Conducting a survey that is not designed to be generalizable to the universe of study:  This survey is designed to be generalizable to the universe of study.  In order to allow generalizability, data will be collected from a set of randomly selected US households and a set of randomly selected physicians. Because FDA is interested in how DTC advertising may affect the doctor-patient relationship, individuals who have visited a doctor in the last 3 months will serve as the universe for the consumer sample.

f) Requiring the use of a statistical data classification that has not been reviewed and approved by OMB. This study will not use data collection that has not been approved by OMB.  OMB-approved data classification categories will be used to obtain demographic data.

g) Including pledges of confidentiality or data security procedures that unnecessarily impede sharing of data with other agencies.  FDA will receive data from the contractor in a format that does not individually identify respondents with any personal identifiers. There will be no problems with confidentiality or data security when sharing data.

h) Requiring respondents to submit proprietary trade secrets. There are no requirements for respondents to submit trade secrets. The respondents will be individuals contacted by telephone and asked to volunteer their participation.

A8. Federal Register Notice
1) A 60-day notice describing the agencys request for this information collection and soliciting public review and comment was published on March 19, 2001, (66 FR 15494).  Comments were received from 31 organizations and individuals.  The comments were grouped according to similarity.

a) Seven comments were unrelated to the proposed information collection.  

b) Sixteen comments addressed general aspects of the information collection.  Of these, 12 comments were supportive of the information collection as proposed.  Four comments recommended a focus on behaviors rather than attitudes.  This included two comments, which suggested a case study design rather than a survey.  We note that the proposed physician survey does ask the physician to focus on a specific event when answering questions about their interaction with a patient who had asked about a prescription drug, as well as any specific drugs that were discussed during the interaction.  In addition, both the patient and physician surveys ask questions about the effect of DTC advertising on behaviors occurring during an office visit.

c) Eight comments addressed specific aspects of the questionnaire, including wording, sample, and additional areas of inquiry.  The questionnaires were extensively revised to reflect these comments.  

2) In developing these questionnaires, FDA consulted with organizations and individuals that have had a long-standing interest in this matter.  The following individuals reviewed the questionnaires:

a) Robert Bell, Ph.D., Professor, Department of Communications at the University of California-Davis,

b)  Caryn Klein, Associate Director for Advertising Research at Time Inc., 

c)  Richard Kravitz, M.D., Professor and Director of the University of California-Davis         Center for Health Services Research in Primary Care, 

d)  Jon Schommer, Ph.D., Associate Professor of Social, Administrative, and Clinical            Pharmacy at the University of Minnesota,

e)  Ed Slaughter, Ph.D., Market Research Director at Rodale Publishing,

f)  James Wofford, M.D., Professor, Department of Internal Medicine at Wake Forest           University School of Medicine,

g) Michael Wogalter, Ph.D., Associate Professor, Department of Psychology at North           Carolina State University.

John L. Swasy, Ph.D., Associate Professor of Marketing in the Kogod School of Business at American University, is a member of the survey development team and has reviewed the questionnaires extensively for usefulness of the items.

3)  A pilot test of the questionnaires was conducted by the contractor to confirm estimates of timing, identify problems related to questionnaire wording and order of presentation and ensure that the questionnaire placed a minimal burden on respondents.  The pretest included 9 patient test respondents and 9 physician test respondents.  The pretest revealed that no substantive changes were necessary.
A9. Payments or Gifts to Respondents
A monetary incentive of $50, $75, or $100 will be offered to participating physicians.  As noted in a recent OMB-sponsored symposium on Providing Incentives to Survey Respondents, it has become standard practice to offer an incentive when interviewing physicians (Council of Professional Associations on Federal Statistics, 1993; Moore, 1992), and is an integral part of the survey process to achieve respectable response rates.  Physicians have become accustomed to being compensated with an honorarium for their time spent completing surveys.  Research on the effects of incentives on physician response rates has demonstrated that physician surveys without incentives can expect response rates up to 50% lower than surveys with incentives (e.g., Berry & Kanouse, 1987; Donaldson et al., 1999; Gunn & Rhodes, 1981; Kasprzyk et al., 2001; Kellerman & Herold, 2001; Tambor et al., 1993).  The nature of their business - constantly seeing patients - requires physicians to make a special effort to block out some time for survey participation, and therefore requires more than a usual amount of coordination to arrange.  

Although physicians are accustomed to receiving a monetary incentive for their participation in surveys and other data collection efforts, there is a lack of consensus on what amount is most appropriate. “[W]hen the incentive is viewed by a respondent as a payment for time rather than as an honorarium and the amount is not close to the respondent’s salary, response drops off.  It is unclear what amount will be large enough to encourage physicians to participate in a survey, yet small enough to be viewed as an honorarium rather than as a payment for their time.” (Kasprzyk at el., 2001).  As Kulka (1989) points out, field experimentation is the best way to determine the appropriate level of incentive.  Therefore, we propose to conduct an experiment in incentive level within the framework of offering an incentive to physicians.  Physicians will be randomly assigned to receive a $50, $75 or $100 incentive. The first 150 responses (approximately) will be tested at the three different incentive levels to determine which incentive rate results in the highest response rate.  The remaining interviews will be offered that incentive so as to maximize the cost effectiveness of this research.  The goal of this within-survey experiment is to determine which level of incentive results in the best response rate for a telephone survey of physicians.

There are no payments or gifts to consumers
.

A10. Confidentiality

No personally identifiable information will be sent to the agency.  All information that can identify individual respondents will be kept by the contractor in a form that is separate from the data provided to the FDA.  The contractor will keep all information in a secured fashion that will not permit unauthorized personnel to examine any of the collected information.

A11. Sensitive Questions
There are no sensitive questions that raise privacy concerns (e.g., sexual behavior, religious beliefs). 

A12. Hour Burden
FDA estimates that 11,625 individuals will need to be screened to obtain a patient respondent sample of 775, and 3,333 physicians will need to be screened to obtain a physician respondent sample of 500.  These rates are based on the results of the FDA’s 1999 consumer survey of attitudes toward direct-to-consumer prescription drug advertising, where 80% of the sample was screened for individuals who had visited a doctor in the last three months.  The disposition of the sample in the 1999 survey was as follows:  

Overall Sample Disposition


Number
Percent

Total sample
6,069
100

Completed interviews
1,080
17.8

Not qualified
810
13.3

Respondent unavailable/call back
94
1.5

Non-cooperative (refusal/quit)
1,103
18.2

No answer/busy/answering machine
516
8.5

Fax/modem
372
6.1

Disconnect/circuit problem
1,245
20.5

Caller ID block
20
*

Business
511
8.4

Language barrier
130
2.1

Other communication problems
50
1.0

Respondent unavailable permanently/unavailable by deadline
138
2.3

*denotes less than one percent

The screeners are expected to take 1 minute, for a total screener burden of 254.3 hours.   The 1,275 respondents will then be asked to respond, via telephone survey, to a series of questions regarding DTC promotion.  We estimate the response burden for the patient part of the survey to be 19 minutes, and the response burden for the physician part of the survey to be 15 minutes, for a total burden of 383.1 hours.   The estimated total burden for this data collection effort is 637.4 hours.  This is a one-time data collection effort.  The respondent burden chart is listed below:

Estimated Annual Reporting Burden

No. of Respondents
Annual Frequency per Response
Total Annual Responses
Hours per Response
Total Hours

11,625 (patient screener)
1
11,625
.017
197.6

  775 (patient survey)
1
775
.333
258.1

      3,333 (physician screener)
1
3,333
.017
56.7

      500 (physician survey)
1
500
.250
125.0

Total



637.4

There are no capital costs or operating and maintenance costs associated with this collection.

A13.  Costs to Respondents

There are no costs to respondents associated with this data collection effort outside of the burden reflected in A12.  
A14. Costs to Government
These surveys will be conducted under an existing contract.  Total data collection costs by contractor will be $250,000.

A15. Changes in Burden
This is a new collection of information. Therefore, there are no changes or adjustments reported in A13 or A14.

A16. Tabulation, Publication Plans, Project Time Schedule
a) Tabulation and analysis. Results of the studies will be tabulated and analyzed to examine the influence of promotion of prescription drugs directly to consumers on consumer and physician attitudes. Descriptive analyses, including frequencies and cross-tabulation of the attitude and behavior variables by demographic factors, as well as analysis of variance (ANOVA) will be employed.

b) Publication.  A final report of the study procedures and results will be issued at the end of the data collection period, as specified in the contract. The results will be reported to the FDA Commissioner, and it is anticipated that the findings from these studies will be presented in FDA reports and in publications in scientific journals.  The results and raw data will also be available on the DDMAC website.  The results of the first consumer survey are publicly available on the internet at http:\\www.fda.gov/cder/ddmac/research.htm.

c) Schedule.  Data collection will begin as soon as logistically possible after OMB approval is obtained.  Data analysis will take approximately 2-3 months and reports will follow in 2-3 months following data analysis.   

A17.  Approval Not to Display OMB Expiration Date
We are not seeking approval to not display the OMB expiration date.  The OMB approval number and expiration date will be displayed on the questionnaires.

A18.  Exemptions to Certification Statement
We are not seeking any exemptions to the certification statement listed in Item 19, Certification for Paperwork Reduction Act Submissions, of OMB Form 83-I.

B. Collection of Information Employing Statistical Methods

B1. Respondent Universe and Sample Selection
All respondents will be 18 years of age or older and be able to speak and read English.  A Spanish-language questionnaire will not be developed for this study as virtually all DTC advertising at this point in time is in English.  The research will be undertaken by FDA through an existing contract by FDAs Center for Food Safety and Nutrition with a survey research organization (Market Facts, Inc.) for quick-response data collection.  There will be 1,275 interviews completed.

B2. Procedures for Collection of Information
The survey is conducted by telephone using a nationally representative sample of telephone numbers generated from a sampling system from GENESYS, the in-house sampling system Market Facts leases from MSG, Inc.  The sample generated is one in which all telephone numbers, whether listed or unlisted, have an equal probability of selection, resulting in broader coverage and less bias to the study than using listed telephone numbers only.  Sampling continues by matching the generated sample against a file of all published business numbers in the U.S. in order to remove known business numbers from the sample.

Within each household, an eligible respondent is identified.  If there is more than one eligible respondent in the household, the first eligible respondent to come to the telephone will be interviewed.  This method, unlike the traditionally employed most-recent-birthday method, will, in the contractor experience, boost the response rate without affecting the resulting data.

B3. Procedures to Maximize Response Rates
Three procedures, based on literature and experience, will be employed to maximize response rates among the patient sample:

a1) Callbacks.  Every telephone number in the sample that can potentially reach a respondent (excluding disconnects, faxes, modems, and business numbers) will receive unlimited callbacks. The experience of other agencies has shown that this is the single most useful factor in increasing response rates.  Callbacks will be scheduled during different times of the day and days of the week, including weekends.  Follow-up calls will be made by interviewers specially trained and experienced in refusal conversion.  Although there is some evidence that pre-notification letters increase response rates (e.g., Singer, Van Hoewyk & Maher, 2000), this method introduces a serious bias in the sample by being able to contact only people with listed telephone numbers.  Research has found that response rates and attitudes are different for households with listed, as opposed to unlisted, telephone numbers (Traugott, Groves & Lepkowski, 1987).   For this survey of the effects of direct-to-consumer advertising on the public, it is vital to obtain the broadest possible representation of the American public; therefore, increasing the number of callbacks to unlimited was chosen as the best method for this study.

b1) Wording of the introductory statement.  Participants will be told the research will help the Food and Drug Administration investigate how people get information about medicines.  There is some evidence that referencing an independent, respected organization in the introductory statement increases survey participation (Fox et al., 1988; Kasprzyk et al., 2001).

c1) Selection of respondent within household.  The first eligible adult in the reached household will be interviewed for the study, rather than risk losing participation through the most-recent-birthday method.

Physicians are exceptionally busy professionals who generally employ either receptionists, office managers or nurses as “gatekeepers” to screen mail and telephone contacts.  Three procedures will be used to maximize the response rate for physician respondents:

a2) Prenotification letters for physicians.  Literature has shown that “cold-calling” physicians for surveys has an extremely low chance of success.  Such tactics are unlikely to get through the gatekeeper to the physician. We propose to prenotify physician respondents by letter (O’Rourke, 1999). Approximately two weeks before the telephone survey is scheduled to begin, the 500 physicians sampled will be send an FDA-prepared letter outlining the goals of the survey (a copy of the prenotification letter can be found in Appendix E).  This letter describes the purpose of the research and will be signed by the Director of the Center for Drug Evaluation and Research.  

Since physician respondents will be chosen at random from existing AMA physician lists, which tracks all physicians regardless of AMA affiliation, this prenotification technique carries with it a slightly different bias than that described above in B3(a1).  Prenotification of physicians is less likely than a general population sample to be biased by the number of physicians whose phone numbers are unlisted; rather, by notifying the physician in advance of the survey, it presupposes that the physician’s responses are not truly anonymous (i.e., the physician’s address and name are known to the interviewer).  In our estimation, however, the potential increase in response rate outweighs the risks of refusal on the basis of non-anonymity.  To correct for this possibility, extra steps will be taken to reassure the physician respondents that their answers will be kept confidential.

b2)  Callbacks.  After the initial contact, four additional callbacks will be employed in an attempt to reach the physician.  A negative response from the gatekeeper will not be accepted as a termination. Callbacks will be scheduled during different times of the day and days of the week.  If the respondent is not available, an appointment for a callback will be made with the gatekeeper, and the respondent will be contacted at the designated appointment time.  If it is not possible to schedule an appointment, the interviewer will leave a telephone number for the respondent to schedule an appointment to conduct the interview. Follow-up calls will be made by interviewers specially trained and experienced in refusal conversion.

c2) Incentives for physicians. Physicians are routinely paid an incentive for their participation in surveys (e.g., Kasprzyk et al., 2001; Tambor et al., 1993).  The high salience of the topic of DTC advertising may not be enough to guarantee widespread survey participation.  Physician respondents will be offered a $50, $75, or $100 incentive for participation. Participants will be randomly assigned to incentive level.

B4. Tests of Procedures
The contractor has reviewed the questionnaire.  Nine completed interviews were used as a test of procedures.

B5. Contacts
The contact individuals are Nancy M. Ostrove, Ph.D., FDA Division of Drug Marketing, Advertising, and Communications, HFD-42, telephone (301) 827-2828 (Project Officer), Kathryn J. Aikin, Ph.D., FDA Division of Drug Marketing, Advertising, and Communications, HFD-42, telephone (301) 827-2828 (Co-Project Officer), and Leigh Seaver, Ph.D., Vice President, Market Facts, Inc., (703) 790-9099 ext.103.
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GUIDANCE FOR INDUSTRY1
Consumer-Directed Broadcast Advertisements
I. INTRODUCTION
This guidance is intended to assist sponsors who are interested in advertising their prescription human and animal drugs, including biological products for humans, directly to consumers through broadcast media, such as television, radio, or telephone communications systems.2
II. BACKGROUND
The Federal Food, Drug, and Cosmetic Act (the Act) requires that manufacturers, packers, and distributors (sponsors) who advertise prescription human and animal drugs, including biological products for humans, disclose in advertisements certain information about the advertised product's uses and risks. For prescription drugs and biologics, the Act requires advertisements to contain "information in brief summary relating to side effects, contraindications, and effectiveness" (21 U.S.C. 352(n)). The resulting information disclosure is commonly called the brief summary. 

The prescription drug advertising regulations (21 CFR 202.1) distinguish between print and broadcast advertisements. Print advertisements must include the brief summary, which generally contains each of the risk concepts from the product's approved package labeling. Advertisements broadcast through media such as television, radio, or telephone communications systems must disclose the product's major risks in either the audio or audio and visual parts of the presentation; this is sometimes called the major statement. This guidance does not address the major statement requirement.

Sponsors of broadcast advertisements are also required to present a brief summary or, alternatively, may make "adequate provision ... for dissemination of the approved or permitted package labeling in connection with the broadcast presentation" (21 CFR 202.1(e)(1)). This is referred to as the adequate provision requirement. The regulations thus specify that the major statement, together with adequate provision for dissemination of the product's approved labeling, can provide the information disclosure required for broadcast advertisements.

The purpose of this guidance is to describe an approach that FDA believes can fulfill the requirement for adequate provision in connection with consumer-directed broadcast advertisements for prescription drug and biological products. The approach presumes that such advertisements: 

· Are not false or misleading in any respect. For a prescription drug, this would include communicating that the advertised product is available only by prescription and that only a prescribing healthcare professional can decide whether the product is appropriate for a patient.

· Present a fair balance between information about effectiveness and information about risk.

· Include a thorough major statement conveying all of the product's most important risk information in consumer-friendly language.

· Communicate all information relevant to the product's indication (including limitations to use) in consumer-friendly language.

III. FULFILLING THE ADEQUATE PROVISION REQUIREMENT
A sponsor wishing to use consumer-directed broadcast advertisements may meet the adequate provision requirement through an approach that will allow most of a potentially diverse audience to have reasonably convenient access to the advertised product's approved labeling. This audience will include many persons with limited access to technologically sophisticated outlets (e.g., the Internet) and persons who are uncomfortable actively requesting additional product information or are concerned about being personally identified in their search for product information. One acceptable approach to disseminating the product's approved labeling is described below. This approach includes the following components. 

A. Disclosure in the advertisement of an operating toll-free telephone number for consumers to call for the approved package labeling. Upon calling, consumers should be given the choice of: 

· Having the labeling mailed to them in a timely manner (e.g., within 2 business days for receipt generally within 4-6 days); or

· Having the labeling read to them over the phone (e.g., by offering consumers a selection of prerecorded labeling topics).

B. Reference in the advertisement to a mechanism to provide package labeling to consumers with restricted access to sophisticated technology, such as the Internet, and those who are uncomfortable actively requesting additional product information or are concerned about being personally identified in their search for product information. One acceptable mechanism would be to provide the additional product information in the form of print advertisements appearing concurrently in publications that reach the exposed audience. The location of at least one of these advertisements would be referenced in the broadcast advertisement. If a print advertisement is part of an adequate provision procedure, it should supply a toll-free telephone number and an address for further consumer access to full package labeling. This mechanism of providing access to product labeling has the advantage of also providing considerable information in the form of the required brief summary and in the advertising text itself.

When a broadcast advertisement is broadly disseminated, FDA believes that ensuring that passive and privacy-sensitive information seekers have adequate access to detailed product information is critical to complying with the adequate provision regulatory requirement. Thus, print advertisements associated with broadly disseminated broadcast advertisements should be comparably broadly disseminated in terms of the targeted audiences. 

An alternative mechanism for providing private access to product information would be to ensure the availability of sufficient numbers of brochures containing package labeling in a variety of publicly accessible sites (e.g., pharmacies, doctors' offices, grocery stores, public libraries). Brochures should be available at enough sites so that most consumers exposed to the broadcast advertisement can obtain the labeling without traveling beyond their normal range of activities. This alternative mechanism is likely to be logistically feasible only when the associated broadcast advertising campaign is relatively limited in audience reach.

C. Disclosure in the advertisement of an Internet web page (URL) address that provides access to the package labeling.

D. Disclosure in the advertisement that pharmacists, physicians (or other healthcare providers), or veterinarians (in the case of animal drugs) may provide additional product information to consumers. This statement should communicate clearly that the referenced professional is a source of additional product information. 

Telephone advertisements that make a product claim (not reminder advertisements) occur when there is a telephone communication between an individual and a product's sponsor where both a product name and a representation or suggestion relating to a product (e.g., its indication) are disclosed by the sponsor. Under these circumstances, such advertisements are subject to the disclosure requirements of the Act and the regulations. However, telephone advertisements are different from advertisements broadcast through television and radio. By participating in the telephone communication, the consumer has already indicated his or her willingness to discuss the topic or receive additional information. Consequently, adequate provision for disseminating product labeling in connection with telephone advertisements may be achieved with fewer of the components listed above. For such advertisements, adequate provision could consist of the availability of the option of having product labeling mailed to the caller in a timely manner (e.g., within 2 business days for receipt generally within 4-6 days), or having the labeling read to them over the phone (e.g., by allowing consumers to select from prerecorded labeling topics), as well as disclosing that healthcare providers are a source of additional product information.

When a broadcast advertisement is presented in a foreign language, the information sources that are part of the advertisement's "adequate provision" mechanism (i.e., print advertisements or brochures, web sites, toll-free telephone number recorded messages or operators) should be in the language of the broadcast ad. Regardless of the language used for the advertisement, current broadcast advertising regulations require the dissemination of approved product labeling, which, in most cases, must be in English, and is generally written in language directed to healthcare professionals. The Agency strongly encourages sponsors to consider the benefits of also providing consumers with nonpromotional, consumer-friendly product information in the language of the broadcast ad (e.g., FDA-approved patient labeling or accurate, consumer-friendly translations of product labeling information).

The FDA encourages sponsors who use this adequate provision mechanism to collect relevant data on consumer use and make their findings publicly known. FDA also encourages sponsors and other interested parties to make known their research relating to the overall effects of DTC promotion on the public health.

1 This guidance has been prepared by the Intra-Agency Group on Advertising and Promotion at the Food and Drug Administration. This guidance represents the Agency's current thinking on procedures to fulfill the requirements for disclosure of product information in connection with consumer-directed broadcast advertisements for prescription human and animal drugs, and human biological products. It does not create or confer any rights for or on any person and does not operate to bind FDA or the public. An alternative approach may be used if such approach satisfies the requirements of the applicable statute, regulations, or both.

2 This guidance is not intended to cover the advertising of restricted medical devices, which are subject to the requirements of section 502(r) of the Federal Food, Drug, and Cosmetic Act.
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APPENDIX B

1999 Consumer Survey

OMB Control No. 0910-0399
Attitudinal and Behavioral Effects of Direct-To-Consumer (DTC) Promotion of Prescription Drugs

I. 
SCREENER

INTRODUCTION: Hello, my name is _________________________ calling on behalf of the U.S. Food and Drug Administration. The FDA is conducting a survey about advertisements for drugs.  Your answers will be kept strictly confidential.

(IF NECESSARY: We do not know anything about you.  No record of your phone number will be kept. Your participation in this study is completely voluntary and is very important in order for the study to give useful results.)

Q1.
What is your date of birth?

Month ____
Day ____
Year ____


If Year is > 1980
(Terminate)  Thank you, but we need to speak to someone 18 or 





older.  Is there anyone at home over 18 that we can speak with?

DO NOT READ
Don=t know
8 
(Terminate)

DO NOT READ
Refused
9
(Terminate)




Im going to start by asking a few general questions about health.  In this survey, Ill use the word doctor to refer to a health care provider you may have visited.  This could be a doctor, a nurse practitioner, or a physicians assistant.

Q2.
How long has it been since the last time you saw a doctor where you talked about a health condition or concern of your own, not for a child or parent or someone else?  Were interested in your last non-emergency visit to a doctor.

Within the last week

01
Continue

1 to 4 weeks ago

02
Continue

5 weeks to 3 months ago
03
Continue

4 to 6 months ago

04
Continue

7 to 11 months ago

05
Continue

1 year ago


06
Continue

More than 1 year ago, or
07
Continue

Never



08
Continue

DO NOT READ
Dont Know


98
(Terminate)

DO NOT READ
Refused


99
(Terminate)

[Categories 01, 02, 03 should represent 80% of the sample.  The remaining 20% may be from any category, including 04 through 08]

Main Survey

II.
Attitudes Toward Prescription and Over-the-Counter Drugs

Q3.
Can you tell me, in your own words, what the difference is between prescription drugs and non-prescription drugs, frequently called over-the-counter drugs?  (Probe once) Anything else?



Q4.
In the last three months, do you recall seeing or hearing an advertisement for an over-the-counter drug; that is, a drug you can get without a doctors prescription?

Yes

1

No

2

Not sure
3

DO NOT READ
Dont Know
8

DO NOT READ 
Refused
9

Q5.
Now think about prescription drugs; that is, drugs you can only get with a doctors prescription.  In the last three months, do you recall seeing or hearing an advertisement for a prescription drug?

Yes

1

No

2 (skip to Q16)

Not sure
3 (skip to Q16)

DO NOT READ
Dont Know
8 (skip to Q16)

DO NOT READ 
Refused
9 (skip to Q16)

Q6.  
Did you see or hear it in any of the following ways:  (Read all possibilities and circle all that apply.) [Rotate order]

On television






1

On the radio






2

In a magazine






3

In a newspaper





4

On the Internet





5

In a letter, flyer or announcement you got in the mail
6

ALWAYS LAST
Anywhere else? (please specify)____________________
7

DO NOT READ 
Dont Know






8

DO NOT READ 
Refused






9

Q7.
Im going to read you a list of different types of information that may or may not appear in television ads for prescription drugs.  As I read each one, please tell me if youve seen TV ads for prescription drugs with that type of information.  (READ WITH FIRST ITEM, REPEAT AS NECESSARY:)  Have you seen TV ads that contained information about  (READ LIST, ROTATE)




The benefits of the drug


01

Directions for use of the drug


02

Who should take the drug


03

Questions to ask a doctor about the drug
04

What to do in case of overdose

05

The risks or side effects of the drug

06

Who should not take the drug


07

DO NOT READ 
Have never seen TV ads for prescrip. drugs
08

DO NOT READ 
Dont Know




98

DO NOT READ 
Refused




99

Q8.
In the last three months, how many different prescription drugs do you recall seeing advertised in any form? 

None


00

One


01

Two


02

Three


03

Four


04

Five


05

Six


06

Seven


07


Eight


08

Nine


09

Ten


10


More than ten

11

DO NOT READ
Dont Know

98

DO NOT READ 
Refused

99

Q9.
How easy or difficult is it for you to tell whether an advertisement on television is for an over-the-counter drug or a prescription drug?  Would you say it is:

Very easy




1

Somewhat easy



2

Neither easy nor difficult


3

Somewhat difficult



4

Very difficult




5

DO NOT READ
Dont Know




8

DO NOT READ 
Refused




9

Q10.
How easy or difficult is it for you to tell whether an advertisement in a magazine or a newspaper is for an over-the-counter drug or a prescription drug?  Would you say it is:

Very easy




1

Somewhat easy



2

Neither easy nor difficult


3

Somewhat difficult



4

Very difficult




5

DO NOT READ
I have never seen this kind of advertisement
6

DO NOT READ
Dont Know




8

DO NOT READ 
Refused




9

Q11.  
(ASK ALL:)  Advertisements for prescription drugs in magazines and newspapers usually have small print information that gives more details about the drug.  How much, if any, of the small print information would you say you usually read?  Would you say you:

Read all of the information



1

Read almost all of the information


2

Read about half of the information


3

Read only a little of the information


4

Read none of the information



5

Didnt even notice the information was there

6

DO NOT READ
Have never seen magazine / newspaper ads

7 (SKIP Q12, GO TO Q13)

DO NOT READ
Dont Know





8

DO NOT READ 
Refused





9
Q12.
If you were especially interested in the advertised drug for some reason, how much, if any, of the small print information would you read?  Would you say you would:

Read all of the information



1

Read almost all of the information


2

Read about half of the information


3

Read only a little of the information


4

Read none of the information


5

DO NOT READ
Dont Know





8

DO NOT READ 
Refused





9

Q13.  
Has an advertisement for a prescription drug ever caused you to look for more information, for example, about the drug or about your health? [INTERVIEWER: If asked, we mean broadcast or print ads.]

Yes


1 

No


2 (skip to Q15)

DO NOT READ 
Dont Know

8 (skip to Q15)

DO NOT READ 
Refused

9 (skip to Q15)

Q14.  
Did you look for further information: [rotate, read list: circle all that apply]

In a reference book




01

In a magazine





02

In a newspaper




03

On the Internet




04

By asking a friend, relative, or neighbor

05

By calling the 1-800 number in the ad

06

By talking to a pharmacist



07

{read in sequence}->
By talking to your doctor



08

      ->
By talking to a nurse




09

By talking to a doctor other than your own doctor
10

By making an appointment with a doctor 

11

ALWAYS LAST
By doing something else (specify) _____________
12

DO NOT READ 
Dont Know





98

DO NOT READ 
Refused





99

Q15.
Has an advertisement for a prescription drug ever caused you to ask a doctor about a medical condition or illness of your own that you had not talked to a doctor about before?

Yes


1 

No


2

DO NOT READ 
Dont Know

8

DO NOT READ 
Refused

9

III.  Interaction with Doctor [Next section for respondents in Q2 categories 01-03.  If Q2=04 to 08, skip to Q32] 

You mentioned previously that you have visited a doctor, physicians assistant, or nurse practitioner in the last 3 months about a health condition or concern.  Id like to ask you some questions about those visits.  When I say doctor in these next few questions, Im referring to the health care provider you visited.

Q16.  
At any of the visits to your doctor in the last three months, was there any conversation about a prescription drug?

Yes

1 (Id like you to think about that particular visit when answering the following questions.  

IF MULTIPLE VISITS VOLUNTEERED: [If a drug was discussed at more than one visit, think about the most recent visit at which a drug was discussed)

No

2 (Id like you to think about your most recent visit when answering the   following questions)

DO NOT READ
Dont Know
8 (Id like you to think about your most recent visit when answering the                             following questions)

DO NOT READ 
Refused
9 (Id like you to think about your most recent visit when 






   answering the following questions)

Q17.  
Did you go see your doctor for that visit for any of the following reasons?  Was it because: (rotate, read list: circle all that apply)

You had a sudden symptom or illness?






01

You had not been feeling well?







02

It was time for a checkup?








03

A family member or friend suggested you should go?




04

You needed to get a prescription refilled?






05

You read or saw something?








06

(if yes, follow up: What did you see or read? _____________________________)

A drug you were taking (or supposed to be taking) wasnt working for you?

07

LAST
Were there any other reasons you went to see the doctor?___________________

08

DO NOT READ
Dont Know








98

DO NOT READ
Refused








99

Q18.    Before you went to see the doctor for that visit, did you read, hear, or see anything that made you think about a question you wanted to ask your doctor?

Yes


1 

No


2 (skip to Q20)

DO NOT READ 
Dont Know

8 (skip to Q20)

DO NOT READ 
Refused

9 (skip to Q20)

Q19.
Think about what it was that you read, heard, or saw that made you think about that question.  Ill read a list of 8 possibilities, and you can say yes to more than one.  Was it because of: (rotate, read list: circle all that apply)

An advertisement on television or radio





01

An advertisement in a magazine






02

A news or educational program on TV or radio, or mention in a talk show

03

An article in a magazine or newspaper





04

Something you received in the mail






05

Something a friend, relative or neighbor said





06

A talk you had with a doctor other than your own doctor?



07

Something you saw on the Internet






08

LAST
Something else (specify)________________________________


09

DO NOT READ
Dont Know







98

DO NOT READ
Refused







99

Q20.
Are you currently taking one or more prescription drugs?

Yes


1 

No


2 (skip to Q22)

DO NOT READ 
Dont Know

8 (skip to Q22)

DO NOT READ 
Refused

9 (skip to Q22)

Q21.
Before you visited your doctor, did you think your doctor might: (rotate: read list)

Switch your current drug to a new drug

1 (intro 23b)

Keep you on your current drug


2 (skip to Q26 if this is the only 









alternative circled)

Give you a new drug for a different condition
3 (intro 23c)

DO NOT READ 
Dont Know





8 (skip to Q24)

DO NOT READ 
Refused





9 (skip to Q24)



Q22.  
Before you visited your doctor, did you think the doctor might put you on a new prescription drug?

Yes


1 (intro 23a)

No


2 (skip to Q24)

DO NOT READ 
Dont Know

8 (skip to Q24)

DO NOT READ 
Refused

9 (skip to Q24)

Q23a. 
Think about what it was that made you think your doctor might put you on a new prescription drug.  

Q23b.
Think about what it was that made you think your doctor might switch your current drug to a new drug.

Q23c.
Think about what it was that made you think your doctor might give you a new drug for a different condition.

Ill read a list of 9 possible things, and you can say yes to more than one.  Was it because of: (rotate, read list: circle all that apply)

An advertisement on television or radio





01

An advertisement in a magazine






02

A news or educational program on TV or radio, or mention in a talk show

03

A previous prescription for the same condition




04

An article in a magazine or newspaper





05

Something you received in the mail






06

Something a friend, relative or neighbor said





07

A talk you had with a doctor other than your own doctor?



08

Something you saw on the Internet






09

LAST
Something else (specify)________________________________


11

DO NOT READ
Dont Know







98

DO NOT READ
Refused







99

Q24.
Did you ask whether there might be a prescription drug to treat your condition?

Yes


1 (do not read Q32 or Q33)

No


2

DO NOT READ 
Dont Know

8

DO NOT READ 
Refused

9

Q25.
  At that visit, did you ask about a specific brand of prescription drug?

Yes


1 

No


2

DO NOT READ 
Dont Know

8

DO NOT READ 
Refused

9

Q26. 
Did you mention an advertisement you saw or heard for a drug or bring any information about a drug with you?  

Yes, I mentioned an ad I saw or heard


1 (skip to Q28)

Yes, I brought something about the drug with me

2 (skip to Q28)

Yes, both






3 (skip to Q28)

No







4

DO NOT READ 
Dont Know






8

DO NOT READ 
Refused






9

Q27. 
Did you ask about any prescription drugs?

Yes


1 (do not read Q32 or Q33)

No


2 (skip to Q32)

DO NOT READ 
Dont Know

8 (skip to Q32)

DO NOT READ 
Refused

9 (skip to Q32)

Q28.  Which, if any, of these possible reactions did your doctor have when you asked about the drug?  You can say yes to more than one.  (rotate, read list: circle all that apply)

He/she seemed to get angry or upset




1

He/she seemed to react like it was an ordinary part of the visit
2

He/she seemed to welcome my question



3

He/she discussed the drug with me




4



DO NOT READ 
Dont Know







8

DO NOT READ 
Refused







9

Q29. 
How did you feel about your doctors reactions when you asked about the drug?  Were you:

Very satisfied



1

Satisfied



2

Neither satisfied nor unsatisfied
3

Unsatisfied



4 

Very unsatisfied


5 

No opinion



6 

DO NOT READ 
Dont Know



8 

DO NOT READ 
Refused



9 

Q30.  
Did your doctor do one or more of the following: [read list: circle all that apply]

Give you the prescription drug you asked about


1 (skip to Q34)

Recommend a different prescription drug



2

Recommend an over-the-counter drug



3

Recommend no drug






4

Recommend that you make changes in your behavior or lifestyle
5

ALWAYS LAST
Something else (specify) ________




6

DO NOT READ 
Dont Know







8

DO NOT READ 
Refused







9

Q31. 
Did your doctor tell you why he or she didnt prescribe the drug you asked about?  

Yes

1 (CONTINUE WITH Q31, THEN SKIP TO Q34)

No

2 (SKIP TO Q34)

Was it because: [rotate, read list: circle all that apply]

The drug was not right for you




01 (GO TO Q34)

The doctor wanted you to take a different drug


02 (GO TO Q34)

The drug had side effects you were not aware of


03 (GO TO Q34)

You did not have the condition the drug is used to treat

04 (GO TO Q34)

A less expensive drug was available




05 (GO TO Q34)

The doctor said you didnt need a prescription drug


06 (GO TO Q34)

The doctor said you could use an over-the-counter drug 

07 (GO TO Q34)

ALWAYS  LAST
Some other reason? (specify) ________________________

08 (GO TO Q34)

DO NOT READ 
Dont Know







98 (GO TO Q34)

DO NOT READ 
Refused







99 (GO TO Q34)

Q32.
If you saw an advertisement for a drug that treats a condition that was bothering you, how likely would you be to talk to your doctor about the drug?

Very likely


1

Somewhat likely

2


Neither likely nor unlikely
3

Somewhat unlikely

4

Very unlikely


5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q33.
Which, if any, of these possible reactions do you think your doctor would have if you asked about a prescription drug you had seen advertised?  (rotate, read list: circle all that apply)

He/she would get angry or upset



1

He/she would react like it was an ordinary part of the visit
2

He/she would welcome my question



3

He/she would discuss the drug with me


4




DO NOT READ 
Dont Know






8

DO NOT READ 
Refused






9

IV.  General Attitude Questions about Prescription Drug Advertising

[If Q5=2, skip to Q47]

Now Im going to read some statements about prescription drugs and advertising for prescription drugs.   For each of them, please tell me whether you agree strongly, agree somewhat, neither agree nor disagree, disagree somewhat or disagree strongly.  There are no right or wrong answers.  We want to know what you think.  I will read the possible responses again after each question.

[RANDOM BEGINNING.  ROTATE Q34-Q44]


Q34.
I like seeing advertisements for prescription drugs.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q35.
Advertisements for prescription drugs help make me aware of new drugs.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q36.
Advertisements for prescription drugs do not give enough information about the possible benefits and positive effects of using the drug.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q37.
Advertisements for prescription drugs make the drugs seem better than they really are.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q38.
Advertisements for prescription drugs do not give enough information about the possible risks and negative effects of using the drug.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q39.
Advertisements for prescription drugs make it seem like a doctor is not needed to decide whether a drug is right for me.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q40.
Advertisements for prescription drugs give enough information for me to decide whether I should discuss the drug with a doctor.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4




Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q41.
Advertisements for prescription drugs help me make better decisions about my health.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q42.
Advertisements for prescription drugs help me have better discussions with my doctor about my health.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q43.  Only the safest prescription drugs are allowed to be advertised to the public.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q44.
I would not talk with my doctor about an advertisement for a prescription drug, because it would seem like I did not trust my doctor.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q45.
Now let me ask you, is there any information missing from prescription drug advertisements that you think should be in these ads?

Yes


1

No


2 (skip to Q46)

DO NOT READ 
Dont Know

8 (skip to Q46)

DO NOT READ 
Refused

9 (skip to Q46)

(If yes) What information should be there? _____________________________________________________

________________________________________________________________________________________


Q46.
Is there any information in prescription drug advertisements that you think should not be in these ads?

Yes


1

No


2 (skip to Q47)

DO NOT READ 
Dont Know

8 (skip to Q47)

DO NOT READ 
Refused

9 (skip to Q47)

(If yes) What information should not be there? ___________________________________________________

_________________________________________________________________________________________


V.  Demographic Information






I'd like to ask just a few more questions for classification purposes.


Q47.  
Overall, would you say your health is:

  

Excellent

1

  

Very good

2

  

Good


3

  

Fair


4

 

Poor


5

DO NOT READ
Dont Know

8

DO NOT READ
Refused

9

Q48.  
How knowledgeable would you say you are about health and medicines? Would you say you are:

Extremely knowledgeable
1

Very knowledgeable 

2

Somewhat knowledgeable
3

Not at all knowledgeable
4

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q49.
Have you ever used the internet or world wide web?

Yes

1

No

2

DO NOT READ
Dont Know
8

DO NOT READ
Refused
9

Q50.  
In the last six months, about how many different prescription drugs have you used (for women: including birth control pills)?

  

Zero
 

00

  

One 


01

Two


02

  

Three 


03

  

Four 


04

  

Five 


05

  

Six 


06

  

Seven 


07

  

Eight


08

  

More than Eight
09

DO NOT READ
Dont Know

98

DO NOT READ
Refused

99

Q51.  
In the last six months, about how many different over-the-counter drugs have you used, not including vitamins or nutritional supplements?

  

Zero
 

00

  

One 


01

Two


02

  

Three 


03

  

Four 


04

  

Five 


05

  

Six 


06

  

Seven 


07

  

Eight


08

  

More than Eight
09

DO NOT READ
Dont Know

98

DO NOT READ
Refused

99

Q52.
Is your doctor part of either of the following health-care arrangements?

A health maintenance organization or HMO

1

A preferred provider list or network of physicians
2

DO NOT READ
Neither





3

DO NOT READ
Dont Know





8

DO NOT READ
Refused





9

Q53.   What is your marital status?  Are you:

 

Married

1

 

Single


2

Widowed

3

 

Divorced

4

 

Separated

5

DO NOT READ
Dont Know

8

DO NOT READ
Refused

9

Q54. 
What is the last grade of school that you completed? Was it:

 

Grade school or less


1

 

Some high school


2

 

Completed high school

3

 

Some college



4

 

Completed college


5

 

Graduate school or more

6

 

Other beyond high school 

7

   (business, technical, etc.)



DO NOT READ
Dont Know



8

DO NOT READ
Refused



9

Q55.  Which of these best represents your ethnic group? (you may say yes to more than one)  Would you say you are: 

American Indian or Alaska Native

1

Asian





2

Black or African-American


3

Hispanic or Latino



4

Native Hawaiian or other Pacific Islander
5

White





6

DO NOT READ
Dont Know




8

DO NOT READ
Refused




9

Q56.
For classification purposes only, please tell me what your total household income was last year before taxes.  Was it:

Less than $10,000

1

$10,000 to $20,000

2

$20,000 to $35,000

3

$35,000 to $50,000

4

$50,000 to $75,000

5

Over $75,000


6

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q57.
Respondent gender (DO NOT ASK: Record by observation)

Male

1

Female

2

Q58.  Finally, there is one more part to this survey. We would like to send you a letter that contains copies of several advertisements. We would ask you to rate how familiar you are with each of the advertisements and mail the letter back.  A postage-paid envelope will be provided.  This information would help us find out about the health information people get from advertisements.  It will only take about 10 minutes once you receive it in the mail.  Would you be willing to participate in this part of the survey?

Yes


1 
(continue)

No


2 
(end)

DO NOT READ
Dont Know

8
(end)

DO NOT READ
Refused

9
(end)

Thank you.  We will send you the letter and a stamped, return address envelope within a day or two.  May I please have your name and mailing address?  


Those are all the questions I have.  

Thank you very much for your help participating in this study.

Tell Us About Advertising

FOLLOW UP SURVEY
About a week ago, a person calling for the U.S. Food and Drug Administration spoke with you about your opinions regarding advertising for drugs.  At the end of that interview, you agreed to help us further by looking at some actual advertisements and telling us if you had seen them before.  On each of the following pages, you will see four small photos of advertisements for different drugs.  You may have seen some of  these advertisements before, or you may not have seen any of them before.  You do not need to read the words in the advertisements.  We would just like to know if you recognize any of them.  Please answer the questions below each advertisement and mail the survey back.  This information will help us find out about the health information people get from advertisements.  

INSTRUCTIONS
1. You can use either a pencil or pen to write with.  

2.  Please turn to the first page and look at the photo of the first advertisement.  

3.  Read question 1.  If you have seen the advertisement before, circle YES.  

     If you have never seen the  advertisement before, circle NO.  

     If you are not sure, circle NOT SURE.

EXAMPLE:

Yes

No

Not  Sure

4.  If you circle YES, answer question 2 and question 3.

     If you circle NO or NOT SURE, please skip question 2 and go on to question 3.  

     Then continue to the next advertisement.

There are three pages of advertisements - 12 advertisements in all.
When you have finished looking at all the advertisements, please put all the pages back into the postage-paid envelope we have enclosed and put it in the mail.  Thank you for your help!

APPENDIX C

Proposed Patient Questionnaire
Assessment of Physician and Patient Attitudes 

About Direct-to-Consumer (DTC) Promotion of Prescription Drugs

PATIENT SURVEY


I. 
SCREENER

INTRODUCTION: Hello, my name is _________________________ calling on behalf of the U.S. Food and Drug Administration. The FDA is conducting a survey about advertisements for drugs.  Your answers will be kept strictly confidential.  We do not know anything about you.  Your phone number was called at random and no record of your phone number will be kept. Your participation in this study is completely voluntary and is very important in order for the study to give useful results.  This survey will take about 15 minutes.

Q1.
What year were you born?

Year ____


If Year is > 1983
(Terminate)  Thank you, but we need to speak to someone 18 or 





older.  Is there anyone at home over 18 that we can speak with?

DO NOT READ
Don’t know
8 
(Terminate)

DO NOT READ
Refused
9
(Terminate)




Q2.
How long has it been since the last time you saw a doctor, a nurse practitioner, or a physicians assistant where you talked about a health condition or concern of your own, not for a child or parent or someone else?  Were interested in your last non-emergency room visit.

Within the last week

01
Continue

1 to 4 weeks ago

02
Continue

5 weeks to 3 months ago
03
Continue

4 to 6 months ago

04
(Terminate)

7 to 11 months ago

05
(Terminate)

1 year ago


06
(Terminate)

More than 1 year ago, or
07
(Terminate)

Never



08
(Terminate

DO NOT READ
Dont Know


98
(Terminate)

DO NOT READ
Refused


99
(Terminate)

Main Survey

II.
AWARENESS OF PRESCRIPTION DRUG ADVERTISING

Q3.
I’d like you to think about prescription drugs; that is, drugs you can only get with a doctors prescription. In the last three months, do you recall seeing or hearing any advertisements for prescription drugs?

Yes

1

No

2 (skip to Q16)

Not sure
3 (skip to Q16)

DO NOT READ
Dont Know
8 (skip to Q16)

DO NOT READ 
Refused
9 (skip to Q16)

Q4.
As best you can remember, what were the names of those drugs?  [precoded list]

Not sure
      
96 

Don’t remember
97 

DO NOT READ
Dont Know

98 (skip to Q16)

DO NOT READ 
Refused

99 (skip to Q16)

Q5.
In your own words, tell me how you knew they were ads for prescription drugs. [precoded list]   

DO NOT READ
Dont Know

98 

DO NOT READ 
Refused

99

Q6.  
Have you seen or heard any ads for prescription drugs in any of the following ways:  (Read all possibilities and circle all that apply.) [Randomize]









Yes
No
Not Sure

On television






1
2
3

On the radio






1
2
3

In a magazine






1
2
3

In a newspaper





1
2
3

On the Internet





1
2
3

In a letter, flyer or announcement you got in the mail
1
2
3

On an outdoor billboard




1
2
3

In a grocery store or pharmacy



1
2
3

ALWAYS LAST
Anywhere else? (please specify)____________________
1
2
3

DO NOT READ 
Dont Know






98

DO NOT READ 
Refused






99

Q7.
Im going to read you a list of different types of information that may or may not appear in television ads for prescription drugs.  As I read each one, please tell me if youve seen TV ads for prescription drugs with that type of information.  (READ WITH FIRST ITEM, REPEAT AS NECESSARY:)  Have you seen TV ads that contained information about  (READ LIST, RANDOMIZE)




The benefits of the drug



01

The condition the drug treats



02

Directions for use of the drug



03

Who could take the drug



04

Questions to ask a doctor about the drug

05

What to do in case of overdose


06

The risks or side effects of the drug


07

Who should not take the drug



08

How to get more information about the drug

  or the condition it treats



09

DO NOT READ 
Have never seen TV ads for prescrip. drugs

10 

DO NOT READ 
Dont Know





98

DO NOT READ 
Refused





99

Q8.  
I’d like you to think about advertisements for prescription drugs in magazines and newspapers.  These advertisements usually have small print information on the page following the main ad that gives more details about the drug.  How much, if any, of the small print information would you say you usually read?  Would you say you:

Read all of the information



1

Read almost all of the information


2

Read about half of the information


3

Read only a little of the information


4

Read none of the information



5

Didnt even notice the information was there

6

DO NOT READ
Have never seen magazine / newspaper ads

7 

DO NOT READ
Dont Know





8

DO NOT READ 
Refused





9
Q9.
How much of the main advertisement would you say you usually read?  Would you say you:

Read all of the information



1

Read almost all of the information


2

Read about half of the information


3

Read only a little of the information


4

Read none of the information



5

Didnt even notice the information was there

6

DO NOT READ
Have never seen magazine / newspaper ads

7 

DO NOT READ
Dont Know





8

DO NOT READ 
Refused





9
Q10.
Have you ever seen an advertisement for a prescription drug you were especially interested in?




Yes

1




No

2 (skip to Q15)

DO NOT READ
Don’t Know
8

DO NOT READ
Refused
9

Q12.
As best you can remember, how much, if any, of the main advertisement did you read?  Would you say you:

Read all of the information



1

Read almost all of the information


2

Read about half of the information


3

Read only a little of the information


4

Read none of the information



5

DO NOT READ
Dont Know





8

DO NOT READ 
Refused





9

Q13.
As best you can remember, how much, if any, of the small print information following the main page in that advertisement did you read?  Would you say you:

Read all of the information



1

Read almost all of the information


2

Read about half of the information


3

Read only a little of the information


4

Read none of the information



5

Didnt even notice the information was there

6 (skip to Q15)

DO NOT READ
Dont Know





8

DO NOT READ 
Refused





9

Q14.
How much of that small print information was understandable?  Would you say:




All of the information



1

Almost all of the information


2

About half of the information


3

Only a little of the information

4

None of the information


5

DO NOT READ
Dont Know




8

DO NOT READ 
Refused




9

Q15.  
Thinking about the ads you have seen both in print and on television, has an advertisement for a prescription drug ever caused you to look for more information, for example, about the drug or about your health? [INTERVIEWER: If asked, we mean broadcast or print ads.]

Yes


1 

No


2 (skip to Q18)

DO NOT READ 
Dont Know

8 (skip to Q18)

DO NOT READ 
Refused

9 (skip to Q18)

Q16.  
Did you look for further information: [rotate, read list: circle all that apply]

In a reference book




01

In a magazine





02

In a newspaper




03

On the Internet




04

By asking a friend, relative, or neighbor

05 

(ask: does this person work in a medical profession?)  Yes/No

By calling the 1-800 number in the ad

06

By talking to a pharmacist



07




By talking to your doctor



08

      
By talking to a nurse




09

By talking to a doctor other than your own doctor
10

ALWAYS LAST
By doing something else (specify) _____________
11

DO NOT READ 
Dont Know





98

DO NOT READ 
Refused





99

Q17.
What information did you look for? [precoded list]

DO NOT READ 
Dont Know





98

DO NOT READ 
Refused





99

Q18.
Has an advertisement for a prescription drug ever caused you to ask a doctor about a medical condition or illness of your own that you had not talked to a doctor about before?

Yes


1 

No


2

DO NOT READ 
Dont Know

8

DO NOT READ 
Refused

9

Q19.
In the last month, how many different prescription drugs do you recall seeing advertised in any form?  _____________

DO NOT READ
Dont Know

98

DO NOT READ 
Refused

99

III. INTERACTION WITH DOCTOR 

You mentioned previously that you have visited a doctor, physicians assistant, or nurse practitioner in the last 3 months about a health condition or concern.  Id like to ask you some questions about those visits.  When I say doctor in these next few questions, Im referring to the health care provider you visited.  Remember, your answers are completely confidential.

Q20.  
At any of the visits to your doctor in the last three months, did you talk about a prescription drug?

Yes

1 (Id like you to think about that particular visit when answering the following questions.  

IF MULTIPLE VISITS VOLUNTEERED: [If a drug was discussed at more than one visit, think about the most recent visit at which a drug was discussed)

No

2 (Id like you to think about your most recent visit when answering the   following questions)

DO NOT READ
Dont Know
8 (Id like you to think about your most recent visit when answering the 






following questions)

DO NOT READ 
Refused
9 (Id like you to think about your most recent visit when answering the






following questions)

Q21.  
For that visit, did you see your doctor for any of the following reasons?  Was it because: (Randomize list: circle all that apply)

You had a sudden symptom or illness?






01

You had not been feeling well?







02

You wanted a prescription for a drug you saw advertised?




03

It was time for a checkup?








04

A family member or friend suggested you should go?




05

You needed to get a prescription refilled?






06

You saw or heard an advertisement for an over-the-counter drug?



07

You read or saw something?








08

(if yes, follow up: What did you see or read? _____________________________)

You had a question you wanted to ask your doctor?





09

You saw or heard an advertisement for a prescription drug?




10 

A drug you were taking (or supposed to be taking) wasnt working for you?

11

You saw or heard an advertisement for a dietary supplement or herbal?


12

LAST
Were there any other reasons you went to see the doctor?___________________

13

DO NOT READ
Dont Know








98

DO NOT READ
Refused








99

Q22.
Before you went to see the doctor for that visit, did you read, hear or see anything that made you think about a question you wanted to ask your doctor?

Yes


1 

No


2 

DO NOT READ 
Dont Know

8 

DO NOT READ 
Refused

9 

Q23.
Think about what it was that you read, heard or saw that made you think about that question.  I’ll read a list of 9 possibilities, and you can say yes to more than one.  Was it because of: (randomize list, circle all that apply).


Something in a reference book







01


An advertisement on TV or radio







02

(ask: was this an ad for: a food Y/N, an over-the-counter drug Y/N, an herbal or dietary supplement Y/N, a prescription drug Y/N)


An advertisement in a magazine







03

(ask: was this an ad for: a food Y/N, an over-the-counter drug Y/N, an herbal or dietary supplement Y/N, a prescription drug Y/N)


A news or educational program on TV or radio, or mention in a talk show


04


Something you received in the mail







05


Something a friend, relative or neighbor said






06


(ask: does this person work in a medical profession? Y/N)




07


A talk you had with a doctor other than your own doctor




08


Something you read on the Internet







09

LAST
Something else (specify) _______________________




10

DO NOT READ
Don’t Know








98

DO NOT READ
Refused








99

Q24.    How would you describe your general relationship with your doctor before this visit?




Excellent



1




Good




2




Fair




3




Poor




4




Had not seen this doctor before
5

DO NOT READ
Dont Know



8

DO NOT READ
Refused



9

Q25.
Are you currently taking one or more prescription drugs?

Yes


1 

No


2 

DO NOT READ 
Dont Know

8 

DO NOT READ 
Refused

9 

Q26.
Did you come to this visit expecting your doctor to one of the following things (you may say yes to more than one):  (read list, circle all that apply)



Add a new drug to your current treatment



1 



(ask: did you get a new drug at this visit? Y/N)



Switch you from a drug you were taking to a different drug

2



(ask: were you switched to new drug at this visit? Y/N)



Give you a new drug for a new condition



3



(ask: did you get a new drug at this visit? Y/N)



I did not expect my doctor to prescribe something for me

4 (skip to Q28)

DO NOT READ 
Dont Know






8 (skip to Q28) 

DO NOT READ 
Refused






9 (skip to Q28)

Q27. 
What was it that made you expect your doctor to prescribe something?  Ill read a list of 9 possible things, and you can say yes to more than one.  Was it because of: (rotate, read list: circle all that apply)

Something in a reference book






01

An advertisement on television or radio





02

An advertisement in a magazine






03

A news or educational program on TV or radio, or mention in a talk show

04

A previous prescription for the same condition




05

An article in a magazine or newspaper





06

Something you received in the mail






07

Something a friend, relative or neighbor said





08

A talk you had with a doctor other than your own doctor?



09

Something you read on the Internet






10

LAST
Something else (specify)________________________________


11

DO NOT READ
Dont Know







98

DO NOT READ
Refused







99

Q28.
At that visit, did you ask whether there might be a prescription drug to treat your condition?

Yes


1 

No


2 (skip to Q35)

DO NOT READ 
Dont Know

8

DO NOT READ 
Refused

9

Q29.
  At that visit, did you ask about a specific brand of prescription drug?

Yes


1 

No


2

DO NOT READ 
Dont Know

8

DO NOT READ 
Refused

9

Q30.
Did you come to this visit expecting your doctor to prescribe the drug you asked about?

Yes


1 

No


2

DO NOT READ 
Dont Know

8

DO NOT READ 
Refused

9

Q31. 
Did you mention an advertisement you saw or heard for a drug or bring information about the advertised drug with you?  

Yes, I mentioned an ad I saw or heard


1 

Yes, I brought something about the drug with me

2 

Yes, both






3 

No







4

DO NOT READ 
Dont Know






8

DO NOT READ 
Refused






9

Q32.
Which, if any, of these possible reactions did your doctor have when you asked about the drug?  You may say yes to more than one.  (Rotate, read list.  Circle all that apply)




He/she seemed to get angry or upset




1




He/she seemed to react like it was an ordinary part of the visit
2




He/she seemed to welcome my question



3




He/she discussed the drug with me




4

DO NOT READ 
Dont Know






8

DO NOT READ 
Refused






9

[NOTE: NO PARTICIPANT SHOULD HAVE BOTH 1 AND 2 CIRCLED IN Q33]

Q33.  
Did your doctor do one or more of the following: [read list: circle all that apply]

Give you the prescription drug you asked about


1 (read Q33a)

Not give you the prescription drug you asked about


2 (read Q33b)

Recommend a different prescription drug



3

Recommend an over-the-counter drug



4

Recommend no drug






5

Recommend that you make changes in your behavior or lifestyle
6

ALWAYS LAST
Something else (specify) ________




7

DO NOT READ 
Dont Know







8

DO NOT READ 
Refused







9

Q33a. 
How did you feel about your doctors decision to prescribe the drug you asked about?  Were you:

Very pleased



1 

Pleased



2 

Neither pleased nor displeased
3

Displeased



4 

Very displeased


5 

No opinion



6 

DO NOT READ 
Dont Know



8 

DO NOT READ 
Refused



9 

Q33b. 
How did you feel about your doctors decision not to prescribe the drug you asked about?  Were you:

Very pleased



1 

Pleased



2 

Neither pleased nor displeased
3

Displeased



4 

Very displeased


5 

No opinion



6 

DO NOT READ 
Dont Know



8 

DO NOT READ 
Refused



9 

Q34. 
Did your doctor tell you why he or she didnt prescribe the drug you asked about?  

Yes

1 

No

2 (SKIP TO Q35)

Was it because: [rotate, read list: circle all that apply]

The drug was not right for you




01 

The doctor wanted you to take a different drug


02 

The drug had side effects you were not aware of


03 

You did not have the condition the drug is used to treat

04 

A less expensive drug was available




05 

The doctor said you didnt need a prescription drug


06 

The drug was not covered by your health plan


07 

The doctor said you could use an over-the-counter drug 

07 

ALWAYS  LAST
Some other reason? (specify) ________________________

08 

DO NOT READ 
Dont Know







98 

DO NOT READ 
Refused







99 

Q35.
Overall, how would you rate the quality of your visit with your doctor?




Very positive

1




Somewhat positive
2




Somewhat negative
3




Very negative

4

DO NOT READ
Don’t Know

8

DO NOT READ
Refused

9

Q36.
To what extent did you relationship with your doctor change as a result of this visit?




Much more positive

1




Somewhat more positive
2




Somewhat more negative
3




Much more negative

4




Did not change at all

5

DO NOT READ
Don’t Know


8

DO NOT READ
Refused


9

(ASK IF Q28=2)

Q37.
If you saw an advertisement for a drug that treats a condition that was bothering you, how likely would you be to talk to your doctor about the drug?

Very likely


1

Somewhat likely

2


Neither likely nor unlikely
3

Somewhat unlikely

4

Very unlikely


5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

IV.  ATTITUDE QUESTIONS ABOUT PRESCRIPTION DRUG ADVERTISING 

[If Q3=2, skip to Q53]

Now Im going to read some statements about prescription drugs and advertising for prescription drugs.  For each of them, please tell me whether you agree strongly, agree somewhat, neither agree nor disagree, disagree somewhat or disagree strongly.  There are no right or wrong answers.  We want to know what you think.  I will read the possible responses again after each question.

[RANDOM BEGINNING and ORDER]


Q38.
I like seeing advertisements for prescription drugs.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q39.
Advertisements for prescription drugs help make me aware of new drugs.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q40.
Advertisements for prescription drugs do not give enough information about the possible benefits and positive effects of using the drug.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q41.
Advertisements for prescription drugs make the drugs seem better than they really are.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q42.
Advertisements for prescription drugs do not give enough information about the possible risks and negative effects of using the drug.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q43.
Advertisements for prescription drugs make it seem like a doctor is not needed to decide whether a drug is right for me.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q44.
Advertisements for prescription drugs give enough information for me to decide whether I should discuss the drug with a doctor.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4




Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q45.
Advertisements for prescription drugs help me make better decisions about my health.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q46.
Advertisements for prescription drugs help me have better discussions with my doctor about my health.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q47.  Only the safest prescription drugs are allowed to be advertised to the public.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q48.
Advertisements for prescription drugs help make me aware of potentially serious medical conditions.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q49.
I would not talk with my doctor about an advertisement for a prescription drug, because it would seem like I did not trust my doctor.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q50.
Advertisements for prescription drugs make it seem like the drug will work for everyone.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q51.
Advertisements for prescription drugs make me worry about my health.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q52.
Advertisements for prescription drugs help remind me to take my medicines.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

IV.
DEMOGRAPHIC INFORMATION






I'd like to ask just a few more questions for classification purposes.
 Remember, we are not keeping any record of your phone number, so this information, as well as the rest of your answers, is anonymous.

Q53.  
Overall, would you say your health is:

  

Excellent

1

  

Very good

2

  

Good


3

  

Fair


4

 

Poor


5

DO NOT READ
Dont Know

8

DO NOT READ
Refused

9

Q54.  
How knowledgeable would you say you are about health and medicines? Would you say you are:

Extremely knowledgeable
1

Very knowledgeable 

2

Somewhat knowledgeable
3

Not at all knowledgeable
4

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q55.
How many hours in a typical week do you use the internet or world wide web? __________

DO NOT READ
Dont Know
8

DO NOT READ
Refused
9

Q56.  
In the last six months, about how many different prescription drugs have you used (for women: including birth control pills)? ______

DO NOT READ
Dont Know

98

DO NOT READ
Refused

99

Q57.  
In the last six months, about how many different over-the-counter drugs have you used, including vitamins or nutritional supplements? ______

DO NOT READ
Dont Know

98

DO NOT READ
Refused

99

Q58.
Is your doctor part of either of the following health-care arrangements?

A health maintenance organization or HMO

1

A preferred provider list or network of physicians
2

DO NOT READ
Neither





3

DO NOT READ
Dont Know





8

DO NOT READ
Refused





9

Q59.   What is your marital status?  Are you:

 

Married

1

 

Single


2

Widowed

3

 

Divorced

4

 

Separated

5

DO NOT READ
Dont Know

8

DO NOT READ
Refused

9

Q60. 
What is the last grade of school that you completed? Was it:

 

Grade school or less


1

 

Some high school


2

 

Completed high school

3

 

Some college



4

 

Completed college


5

 

Graduate school or more

6

 

Other beyond high school 

7

   (business, technical, etc.)



DO NOT READ
Dont Know



8

DO NOT READ
Refused



9

Q61.  Which of these best represents your ethnic group? (you may say yes to more than one)  Would you say you are: 

American Indian or Alaska Native

1

Asian





2

Black or African-American


3

Hispanic or Latino



4

Native Hawaiian or other Pacific Islander
5

White





6

DO NOT READ
Dont Know




8

DO NOT READ
Refused




9

Q62.
For classification purposes only, please tell me which category represents your total household income last year before taxes.  Was it:

Less than $10,000

1

$10,000 to $20,000

2

$20,000 to $35,000

3

$35,000 to $50,000

4

$50,000 to $75,000

5

Over $75,000


6

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q63.
Respondent gender (DO NOT ASK: Record by observation)




Male



1




Female



2

Those are all the questions I have.

Thank you very much for your help participating in this survey.
APPENDIX D

Proposed Physician Questionnaire

Assessment of Physician and Patient Attitudes

About Direct-to-Consumer (DTC) Promotion of Prescription Drugs

PHYSICIAN SURVEY

I. 
SCREENER

INTRODUCTION: Hello, my name is _________________________ calling on behalf of the U.S. Food and Drug Administration. The FDA is conducting a survey about current issues related to the physician-patient relationship.  We recently contacted your office with a letter regarding this survey.  Your participation in this survey is voluntary, but is also extremely important to the FDA, and is very important for the survey results to be as valid and useful as possible. Your answers will be kept strictly confidential. No record of your phone number, name or address will be kept.  As discussed in the letter, we are offering a $(50/75/100: randomly assigned) incentive for your time.

Q1.
What is your primary area of specialization? [DO NOT READ]

(50% of sample will be Family Practice/General Practice/Internal Medicine, 50% of sample will be specialists TBD)

DO NOT READ
Don’t know




98 [TERMINATE]

DO NOT READ
Refused




99 [TERMINATE]

Q2.
In an average week, what percentage of your time is spent on direct patient care, either inpatient or outpatient?




___ ___ ___

(percentage, use leading 0 if less than 10)







[TERMINATE IF LESS THAN 50%]

DO NOT READ
Don’t know

98 [TERMINATE]

DO NOT READ
Refused

99 [TERMINATE]

Q3.
In an average week, about how many patients do you see? __ __ __ __ [code later]




Zero


00 [TERMINATE]

DO NOT READ
Don’t know

98 [Probe- can you give me a ballpark estimate?]

DO NOT READ
Refused

99 [Probe- can you give me a ballpark estimate?]

Main Survey

II. EXPERIENCES WITH DTC-RELATED PATIENT INTERACTIONS

In this first series of questions, we will be asking you about your everyday experiences with patients.

Q4.
I’m going to read a list of different types of treatments patients might ask about for a personal health concern.  After I’ve read the list, tell me how frequently your patients initiate questions about the following treatments: never, seldom, often, all the time.

(Read list.  Random start.)

Patients frequently initiate questions about:








Never
     Seldom
Often
     All the time       DK/REF

Over the counter drugs



1
         2

   3

4

8/9


Changes in behavior or lifestyle

 
1
         2

   3

4

8/9

Herbal remedies or dietary supplements

1
         2

   3

4

8/9

New prescription drug




1
         2

   3

4

8/9

Previously prescribed prescription drugs

1
         2

   3

4

8/9

Surgical procedures




1
         2

   3

4

8/9

Mental health counseling



1
         2

   3

4

8/9

Prescription drugs advertised on TV or in print
1
         2

   3

4

8/9

Q5.
Tell me whether the frequency of patient-initiated questions about each of these types of treatments has decreased, increased, or remained the same over the last five years.  (Read list.  Random start.)


Over the counter drugs


__ decreased
__ increased
__ same __DK/REF


Changes in behavior or lifestyle

__ decreased
__ increased
__ same __DK/REF


Herbal remedies or dietary supplements
__ decreased
__ increased
__ same __DK/REF


New prescription drugs


__ decreased
__ increased
__ same __DK/REF


Previously prescribed prescription drugs
__ decreased
__ increased
__ same __DK/REF


Surgical procedures



__ decreased
__ increased
__ same __DK/REF


Mental health counseling


__ decreased
__ increased
__ same __DK/REF


Prescription drugs advertised on TV or 


in print





__ decreased
__ increased
__ same __DK/REF

Now think about your most recent interaction with a patient who initiated a discussion about a prescription drug for his or her health concern.  This includes patients who asked about either a specific drug by brand name or about prescription drugs that might treat their concern. 

Q6.
To the best of your recollection, did any of the following factors prompt your patient to ask about a prescription drug to treat his or her health concern?  You may say yes to more than one.  Was it because of: (rotate, read list: circle all that apply)




Something the patient read in a reference book



01




Something a pharmacist said






02






An advertisement (NS)






03




A news or education program on TV or radio, or a mention in a talk show
04




An article in a magazine or a newspaper




05




Something the patient received in the mail




06




Something a friend, relative or neighbor said




07




A talk the patient had with another physician 



08




Something the patient saw on the internet




09

DO NOT READ
Don’t remember







10

DO NOT READ
Don’t know








98

DO NOT READ
Refused








99

All right, I’d like to follow up on this issue.  Please think about the most recent interaction you’ve had with a patient who initiated a discussion about a prescription drug and told you he or she saw it advertised.  Again, the patient did not necessarily have to ask about a product by name.  All that’s necessary is that he or she mentioned having seen an ad suggesting there was a prescription drug to treat his or her condition.  Answer these questions as best you can remember.  Again, your answers are completed confidential.

Q7.
How long ago did you see this patient? 




Today or yesterday





1




Before yesterday but within the last week


2




More than a week ago but within the last month

3




More than a month ago




4

DO NOT READ
I have never had a patient initiate this type of discussion
5 (skip to Q36)




DO NOT READ
Dont Know






8

DO NOT READ 
Refused






9

Q8.
How long have you been treating this patient?




Less than 6 months


1




Between 6 months and 1 year

2




Between 1 and 2 years

3




Between 2 and 5 years

4




More than 5 years


5

DO NOT READ
Dont Know



8

DO NOT READ 
Refused



9

Q9.
How would you describe your general relationship with this patient before this particular interaction?




Excellent



1




Good




2




Fair




3




Poor




4




Had not seen this patient before 
5

DO NOT READ
Dont Know



8

DO NOT READ 
Refused



9

Q10.
What was the patient’s gender?




Male




1




Female




2

DO NOT READ
Dont Know



8

DO NOT READ 
Refused



9

Q11.
Which specific conditions, if any, did you discuss during this visit? [precoded list]




Other (specify) _____________

DO NOT READ
No conditions were discussed



96 (skip to Q13)

DO NOT READ
Can’t remember




97

DO NOT READ
Dont Know





98 (skip to Q13)

DO NOT READ 
Refused





99 (skip to Q13)

Q12.
Were any of these conditions new; that is, you had not discussed them with that patient before this conversation?




Yes


1




No


2

DO NOT READ
Dont Know

8

DO NOT READ 
Refused

9

Q13.
Which specific drugs, if any, did you discuss during this visit? [precoded list]

DO NOT READ
No specific drugs were discussed
97

DO NOT READ
Dont Know



98

DO NOT READ 
Refused



99

Q14.
Did the patient ask about a specific prescription drug by brand name?




Yes




1




No




2 (skip to Q16)

DO NOT READ
Dont Know



8

DO NOT READ 
Refused



9

Q15.
Did the patient have the condition that drug treats?




Yes




1




No




2

DO NOT READ
Dont Know



8

DO NOT READ 
Refused



9

 [Rotate order of Q16 and Q17]

Q16.
Did this patient seeing an advertisement have any beneficial effects for your interaction with this patient? 




Yes


1




No


2 (skip Q16a)

DO NOT READ
Dont Know

8

DO NOT READ 
Refused

9

Q16a.
What beneficial effects did it have? [precoded list]


Other ____________________

[Probe] Anything else?___________________________________________________________________

DO NOT READ
Dont Know

98

DO NOT READ 
Refused

99

Q17.
Did this patient seeing an advertisement create any problems for your interaction with this patient?  




Yes


1




No


2 (skip Q17a)

DO NOT READ
Dont Know

8

DO NOT READ 
Refused

9

Q17a.
What problems did it cause? [precoded list]


Other ____________________

[Probe] Anything else?___________________________________________________________________

DO NOT READ
Dont Know

98

DO NOT READ 
Refused

99

Q18.
Did the patient try to influence the course of treatment?




Yes


1




No


2 (skip to Q20)

DO NOT READ
Dont Know

8

DO NOT READ 
Refused

9

Q19.
Did the patient try to influence the course of treatment in a way that would have been harmful to him or her?




Yes


1




No


2 

DO NOT READ
Dont Know

8

DO NOT READ 
Refused

9

Q20.
Do you believe this patient came to this visit expecting to get a prescription?




Yes


1




No


2 

DO NOT READ
Dont Know

8

DO NOT READ 
Refused

9

Q21.
To what extent did the patient’s expectation influence your decision to prescribe or not prescribe?




No influence at all

1




Influenced a little bit

2





Influenced somewhat

3




Influenced a great deal
4

DO NOT READ
Dont Know


8

DO NOT READ 
Refused


9

Q22.
Did the patient ask you to prescribe a drug?




Yes


1 (read Q22a)




No


2 (skip to Q25)

DO NOT READ
Dont Know

8

DO NOT READ 
Refused

9

Q22a.
Did you prescribe the drug the patient asked for?




Yes


1 




No


2 

DO NOT READ
Dont Know

8

DO NOT READ 
Refused

9

Q23.
Did the patient ask you to prescribe a specific drug by brand name?




Yes


1 (read Q23a)




No


2  (skip to Q25)

DO NOT READ
Dont Know

8

DO NOT READ 
Refused

9

Q23a.
Did you prescribe the brand name drug the patient asked for?




Yes


1 




No


2 

DO NOT READ
Dont Know

8

DO NOT READ 
Refused

9

Q24.
To what extent did you feel pressure to prescribe the specific drug the patient requested?




No pressure


1




A little
pressure

2





Somewhat pressure

3




A lot of pressure

4

DO NOT READ
Dont Know


8

DO NOT READ 
Refused


9

Q25.
To what extent did you feel pressure to prescribe something for the patient at this visit?




No pressure


1




A little
pressure

2





Somewhat pressure

3




A lot of pressure

4

DO NOT READ
Dont Know


8

DO NOT READ 
Refused


9

(if Q22a=2 or Q23a=2)

Q26.
Why didn’t you prescribe the drug the patient requested?  Was it because: (you may say yes to more than one) 


A less expensive drug was available






01


The brand was not on the patient’s formulary




02


The drug was not right for the patient






03


A different drug was more appropriate for the patient



04


The drug had side effects the patient was not aware of



05


The patient did not need a prescription drug





06


The patient could use an over-the-counter drug 




07


The patient needed to change his/her behavior and/or lifestyle


08

ALWAYS  LAST
Any other reason? (specify) ________________________

10

DO NOT READ 
Dont Know







98 

DO NOT READ 
Refused







99 

(if Q22a=2 or Q23a=2)

Q27.
Which, if any, of the following possible reactions did this patient have when you did not prescribe the drug he/she requested? 



The patient was angry and upset




01



The patient was relieved and happy




02



The patient accepted my decision without comment


03



The patient threatened to switch doctors



04



The patient questioned my judgment




05



The patient felt he/she was being mistreated



06



Something else (specify)  _____________________________
07

DO NOT READ
Dont Know






98

DO NOT READ 
Refused






99

Q28.
Compared to other patients who have initiated a discussion about a prescription drug, how representative was this patient encounter?




Very representative






1




Somewhat representative





2




Very unrepresentative






3

DO NOT READ
I have not had any other patients initiate this type of discussion
4

DO NOT READ
Dont Know







8

DO NOT READ
Refused







9

Q29.
Overall, how would you rate the quality of your interaction with this patient?




Very positive

1




Somewhat positive
2




Somewhat negative
3




Very negative

4

DO NOT READ 
Dont Know

8

DO NOT READ 
Refused

9

Think about your overall interaction with this patient and the fact that he or she initiated a discussion with you about a prescription drug to treat his or her condition.  Using a 5 point scale, where 1 means you agree strongly, 2 means you agree somewhat, 3 means you neither agree nor disagree, 4 means you disagree somewhat, and 5 means you disagree strongly, tell me how much you agree or disagree with each of the following statements. [randomize order of Q30-Q35; random start]

Q30.
Because this patient saw the advertisement, the usefulness of our time together was increased.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q31.
Because this patient saw the advertisement, he or she asked thoughtful questions during the visit.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q32.
Because this patient saw the advertisement, he or she was confused about the appropriate treatment for his or her condition.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q33.
Because this patient saw the advertisement, he or she was more aware of potential side effects.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q34.
Because this patient saw the advertisement, he or she was confused about the effectiveness of the drug.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

Q35.
Because this patient saw the advertisement, he or she had unnecessary worries about his or her health.

Agree Strongly

1

Agree Somewhat

2


Neither Agree nor Disagree
3

Disagree Somewhat

4

Disagree Strongly

5

DO NOT READ
Dont Know


8

DO NOT READ
Refused


9

III.
DTC EFFECTS ON PATIENT OUTCOMES

The next series of questions are about your overall impressions of the effects of consumer-directed prescription drug advertising on your patients and your practice.  This means all the patients in your practice, not just patients who initiate a discussion about direct-to-consumer drug advertising.  I’m going to refer to this as DTC advertising from now on.  I’m going to ask you about some areas in which DTC advertising might have an impact on your patients and your practice.  These areas are understanding, potential problems, and potential benefits.  Starting first with [rotate Q36-Q38, random start].

Understanding

Q36.
I’m going to read a list of some of the concepts contained in DTC advertising.  Your patients may or may not understand each of these concepts when they see a DTC advertisement.  For each of the following, tell me to what extent your patients understand the concept: not at all, a little, somewhat or very well.

[Use random start AND randomize order of a through i ]

Based on your patients and your practice, to what extent do your patients understand:









 Not
  A      Some
Very 

DK/REF

at all
little    what
 well

a. The possible benefits and positive effects 


of using the drug



1
  2
  3
  4

8/9

b. How to get more information about the drug 


      
or the condition it treats


1
  2
  3
  4

8/9


c.  That the drug is available only by prescription
1
  2
  3
  4

8/9

d. The possible risks and negative effects of 

     
using the drug




1
  2
  3
  4

8/9


e.  Who should not use the drug


1
  2
  3
  4

8/9


f.  Limitations of the drug’s efficacy


1
  2
  3
  4

8/9

g. That only a doctor or other healthcare provider 

     
can decide if the drug is right for the patient
1
  2
  3
  4

8/9


h.  Who could use the drug



1
  2
  3
  4

8/9


i.  What condition the drug treats


1
  2
  3
  4

8/9

Potential Problems

Q37.
I’m going to read a list of some potential problems DTC advertising might cause for your patients and your practice.  For each of the following, tell me to what extent DTC advertising causes these problems for your patients and your practice: not at all, a little, somewhat, or a great deal. 

[Use random start AND randomize order of a through m ]

Based on your patients and practice, to what extent is DTC advertising for prescription drugs: 

Not
  A      Some
A great

DK/REF

at all
little    what
 deal

a. Confusing your patients about the relative risks 



and benefits of prescription drugs

1
  2
  3
  4

8/9

b. Creating unrealistic expectations about drug 


efficacy among your patients


1
  2
  3
  4

8/9

c. Creating unnecessary anxieties among your 


Patients




1
  2
  3
  4

8/9

d. Causing your patients to seek prescription drug 


treatments for minor conditions 

1
  2
  3
  4

8/9

e. Causing your patients to ask for unnecessary 


prescriptions 

f. Causing your patients to expect to get a 


prescription for every condition   

1
  2
  3
  4

8/9

g. Causing your patients to want advertised 


prescription drugs rather than other 


effective treatments



1
  2
  3
  4

8/9

h. Causing your patients to want prescription 


drugs rather than other less expensive 


treatments 




1
  2
  3
  4

8/9


i.  Causing tension between you and your patients

i. Causing your patients to question or 


“second guess” your diagnoses

1
  2
  3
  4

8/9

j. Causing your patients to “shop” for a doctor 


who will prescribe what they want

1
  2
  3
  4

8/9

k. Making patients believe that a doctor is not 


needed to decide whether a drug is right 


for them 




1
  2
  3
  4

8/9

l. Confuses your patients which drugs are 


prescription and which are over-the-counter
1
  2
  3
  4

8/9

Potential Benefits

Q38.
I’m going to read a list of some potential benefits DTC advertising might create for your patients and your practice.  For each of the following, tell me to what extent DTC advertising creates these benefits for your patients and your practice: not at all, a little, somewhat, or a great deal.

[Use random start AND randomize order of a through m ]

Based on your patients and practice, to what extent is DTC advertising for prescription drugs:

Not
  A      Some
A great 
DK/REF

at all
little    what
 deal

a. Causing your patients to become aware of 



problems earlier 



1
  2
  3
  4

8/9

b. Causing your patients to become aware of 


possible treatments



1
  2
  3
  4

8/9

c. Causing more of your patients to be involved 


in their health care 



1
  2
  3
  4

8/9

d. Encouraging your average patient to be more 


concerned about his or her health 

1
  2
  3
  4

8/9

e. Improving the likelihood that your patients will 


use their medicines properly


1
  2
  3
  4

8/9

f. Causing your patients to adhere to their 


treatment regimen



1
  2
  3
  4

8/9

g. Causing patients to come in who are 


otherwise “hard to reach”


1
  2
  3
  4

8/9

h. Causing your patients to seek treatment for 


potentially serious conditions


1
  2
  3
  4

8/9


i.  Causing your patients to ask better questions 
1
  2
  3
  4

8/9


j.  Reinforcing the role of the doctor 


1
  2
  3
  4

8/9

k. Fostering a better rapport between you 



and your patients



1
  2
  3
  4

8/9

l. Causing you and your patients to have better 


discussions about their health


1
  2
  3
  4

8/9

m. Helping you in your efforts to provide the best 


treatment for your patients  


1
  2
  3
  4

8/9

Q39.
Overall, how would you say DTC advertising has affected the quality of your interactions with your patients?




Very positively


1




Somewhat positively


2




Somewhat negatively


3




Very negatively


4




Has not affected the quality at all
5

DO NOT READ 
Dont Know



8

DO NOT READ 
Refused



9

IV.  DEMOGRAPHIC INFORMATION






I'd like to ask just a few more questions for classification purposes.


Q40.
What year were you born?
______________

DO NOT READ
Dont Know

98

DO NOT READ
Refused

99

Q41.
How many years have you been in practice?  _________ 

DO NOT READ
Dont Know

98

DO NOT READ
Refused

99

Q42.
Thinking about prescriptions of all kinds, about how many prescriptions do you write in an average week, including hospital and institutional orders?



___ ___ ___

(per week, use leading 0 if less than 10)

DO NOT READ
Dont Know

98

DO NOT READ
Refused

99

Q43.
How many hours in a typical week do you use the internet or world wide web? ________ [code later]

DO NOT READ
Dont Know
98

DO NOT READ
Refused
99

Q44.
Are you part of either of the following health-care arrangements?

A health maintenance organization or HMO

1

A preferred provider list or network of physicians
2

DO NOT READ
Neither





3

DO NOT READ
Dont Know





8

DO NOT READ
Refused





9

Q45.
In which county and state do you practice?   ___________ county   __________ state

DO NOT READ
Dont Know

98

DO NOT READ
Refused

99

Q46.
Which two zipcodes are most served by your practice?     _____________ (1)  ____________ (2)

DO NOT READ
Dont Know

98

DO NOT READ
Refused

99

Q47.  Which of these best represents your ethnic group? (you may say yes to more than one)  Would you say you are: 

American Indian or Alaska Native

1

Asian





2

Black or African-American


3

Hispanic or Latino



4

Native Hawaiian or other Pacific Islander
5

White





6

DO NOT READ
Dont Know




8

DO NOT READ
Refused




9

Q47.
Respondent gender (DO NOT ASK: Record by observation)

Male


1

Female


2

Those are all the questions I have.   Do you have any questions about this survey? __________________

___________________________________________________________________________________

Thank you very much for participating in this survey.  

APPENDIX E

Prenotification Letter for Physician Survey
HHS LETTERHEAD

Month and Date, 2001

Dear Colleague,

As we review the Food and Drug Administration’s activities, it is crucial that we consider the needs of practicing physicians like yourself.  In the next few weeks, you will be getting a call from a representative of Market Facts, Inc., who will ask you to participate in a telephone survey they are conducting on behalf of the FDA.  This survey concerns your perceptions of the physician-patient relationship.  The results of this survey will be used to help us focus our regulatory efforts concerning the promotion of prescription drugs.

You are one of a small group of physicians, drawn from a national database, who are being asked to participate in our survey.  For us to be able to draw valid conclusions, it is vital that we obtain your cooperation.  Of course, your participation is purely voluntary.  The FDA will not know the choice you make concerning participation.  In addition, your responses will be kept completely confidential.  It will not be possible for the FDA to link you, personally, with any of the questionnaire responses.

The survey will take about 15 minutes.  The results will be published on the FDA website as well as in other professional publications.  We would also like to offer you a ($50/75/100) honorarium as a token of our appreciation for your time.  We hope you will help us in our efforts.

Thank you very much for your cooperation.

Sincerely,

Janet Woodcock, M.D.

Director, Center for Drug Evaluation and Research

Food and Drug Administration













� There appears to be an upward trend in the public’s expectation of incentives for survey participation.  Several recent public opinion surveys (e.g., Singer, Van Hoewyk & Maher, 1998; Singer, Groves & Corning, 1999) have found that most respondents believe they should get paid for participating in surveys.
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