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I. INTRODUCTION 

The Food and Drug Administration (FDA) submitted a proposal to collect information about Direct-to-Consumer 
(DTC) prescription drug advertising to the Office of Management and Budget (OMB) for review and clearance under 
the Paperwork Reduction Act of 1995.(1) The FDA proposes to administer two extensive surveys: (1) a consumer 
survey similar to one conducted by the FDA in 1999, and (2) a survey of physicians. The purpose of the surveys is to 
gain a better understanding of the effects of DTC advertising on consumer and physician attitudes and behavior. The 
OMB requested comments on the FDA's proposal.  

In light of the Federal Trade Commission's (FTC) jurisdiction over advertising in other markets, the staff of the FTC's 
Bureau of Economics, Bureau of Consumer Protection, and Office of Policy Planning submit views on the proposed 
surveys. We wish to make three principal points:  

1. We commend the FDA's efforts to gather data on the effects of DTC advertising on patients and physicians. 
Such systematic data are critical to improve our understanding of the role of advertising, and advertising 
regulation, on consumer welfare.    

2. An important policy issue surrounding DTC advertising involves its possible effects on prescription drug 
costs. The addition of a few questions about patient insurance coverage and drug costs might make the 
results of these extensive surveys even more valuable to policy makers. We therefore recommend that the 
FDA consider adding some questions about these factors to the survey.    

3. In order to test hypotheses about differences in the effects of DTC advertising across physician specialties, it 
may be helpful to enlarge the physician sample.  



The FTC enforces the Federal Trade Commission Act, which among other things prohibits deceptive or unfair 
practices in or affecting commerce. One of the FTC's primary  

responsibilities is to prevent deceptive and misleading advertising.(2) The FTC considers the prevention of deceptive 
health-related advertising claims as one of its highest priorities, and has taken action in numerous cases involving 
deceptive health-related claims about food products,(3) dietary supplements,(4) and over-the-counter drugs.(5) In 
implementing its mandate, the FTC has developed considerable expertise in understanding the role of advertising 
and labeling within the overall consumer information environment.(6) 

The staff of the Commission also is experienced in examining the effects of laws affecting advertising on market 
performance, including the prescription drug market.(7)  

While important differences between advertising for prescription drugs and advertising for other products might lead 
to different approaches, we believe that the staff's experience, particularly regarding marketing and economic issues, 
has a bearing on the issues on which the OMB seeks comment. 

II. BACKGROUND INFORMATION 

Pharmaceutical companies did not advertise prescription drugs directly to consumers prior to the early 1980s. During 
the 1980s and 1990s the FDA re-examined its policy toward DTC advertising, leading to several changes. In 1995, 
for example, the FDA requested comments on DTC promotion through print, broadcast, and other media. In 
response, the FTC staff submitted a comment that examined the pros and cons of DTC advertising, and emphasized 
the importance of a regulatory scheme that would balance ". . . the benefits and the risks of allowing pharmaceutical 
manufacturers greater latitude in their advertising. In particular, it is important to protect consumers from deceptive 
information but not to stifle truthful information that could benefit consumers." The comment further explained why the 
FTC staff believed that ". . . the net benefits of DTC advertisements can be increased by limiting current disclosure 
requirements and by adjusting disclosure requirements according to the characteristics of different advertising 
venues."(8) The FDA issued a draft guidance in 1997.(9) The guidance proposed mechanisms for providing multiple 
sources of product labeling information, which would decrease the cost of broadcast advertisements that discuss a 
product and its effects ("product-claim advertisements"). The FDA issued a final guidance adopting this approach in 
August 1999.(10) At the same time, the FDA announced that it would evaluate the effects of the new policy within two 
years.  

Expenditures for DTC television ads soared from $220 million in 1996 to $1.13 billion in 1999.(11) This growth has 
not come without controversy. Some doctors and insurance companies voice concern that ". . . flashy, well-produced 
ads are sending patients in search of the latest medications even when they don't need them. And harried doctors 
often prescribe the pills rather than battle - and possibly lose - their patients."(12) Others express concern that DTC 
advertising raises the cost of prescription drugs, either because advertising expenditures raise pharmaceutical 
companies' costs or because advertising induces patients to purchase more - or more expensive - prescription drugs 
than they would purchase in the absence of advertising.(13) In contrast, some physicians give DTC advertising credit 
for empowering consumers with information that enables them to seek effective treatment for problems sooner than 
they would have otherwise. For example, an endocrinologist in private practice recently testified that: "In my 
experience as an endocrinologist, direct to consumer advertising of prescription medicines is getting patients with 
diabetes into my office sooner, so they can be treated with effective medicines and avoid the dire complications of 
this disease."(14) Congress is currently examining the pros and cons of DTC advertising.(15)  

III. THE PROPOSED SURVEYS 

A. The surveys will provide valuable information 

The two surveys proposed by the FDA come at a critical time in the debate over the effect of DTC promotions on 
public health. We commend FDA for undertaking these surveys, which will provide valuable information on this 



important subject. Although survey data inevitably have limitations, we believe that the surveys proposed by the FDA 
will help policy makers evaluate the effects of DTC advertising. The proposed consumer survey generally tracks the 
FDA's 1999 survey, which should allow analysts to examine how consumer responses to DTC advertising have 
changed over time. For example, FDA staff recently testified that "a major result" of the 1999 survey ". . . is that a 
significant minority of respondents said that a DTC ad has caused them to ask a doctor about a medical condition or 
illness that they had not previously discussed."(16) The new survey will allow analysts to evaluate how responses to 
questions such as this may have changed since 1999. The physician survey will provide unique data to help policy 
makers assess the effect of DTC advertising on the patient/physician relationship.  

The surveys ask questions designed to learn more about the extent of potential benefits or harm from DTC 
advertising. For example, Question 18 on the consumer survey asks: "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?" Responses to this question help to estimate one possible effect of DTC advertising. 

In addition to questions about DTC advertising, the survey asks a series of standard demographic questions, such as 
questions about income, health status, and education. Consumer behavior surveys often include demographic 
information because such information can improve data analysis in two ways. First, such information can help control 
for differences among different respondents at a single point in time. Second, demographic information can help 
analysts comparing results from surveys administered at different points in time to determine if changes in 
demographic variables explain changes in consumer behavior. Economic models of consumer behavior typically 
require data on relevant demographic variables reflecting differences in preferences and income, because such 
demographic variables can be important predictors of consumer behavior. From an economic perspective, cost data 
are also important, because the prices consumers face generally affect consumer demand. 

B. Questions addressing insurance and costs would be helpful 

As valuable as the proposed surveys are likely to be, we believe that with a few modifications, they could become 
even more valuable. Among other things, these extensive surveys offer an opportunity to gain a better understanding 
of the role of perceived prescription drug prices on consumer responses to DTC advertising. For example, data on 
consumer insurance coverage for prescription drugs could help ascertain whether consumers with greater coverage 
(who would expect relatively low prescription drug costs) are more likely to visit a doctor because of DTC advertising, 
or are more likely to ask new questions about previously untreated conditions during routine visits. Information on the 
role of drug costs within the overall consumer information search process might also help analysts estimate the 
extent to which DTC advertising might lead to lower prescription drug prices. If, for example, consumers consider cost 
when prescription decisions are being made, then this would suggest that competition through DTC advertising might 
lead to lower prices, holding all else constant.(17) Even if the survey data cannot provide precise information 
regarding consumer responses to variations in cost, information about the role of costs would help to offer a more 
complete understanding of how consumers respond to DTC promotions. 

Survey research is as much an art as a science, and we do not know, without further research and pre-testing, which 
survey questions would most likely elicit the most informative results. In the spirit of offering a starting point for 
discussion, in the event that the FDA wishes to collect some data on consumer insurance status and the role of costs, 
we suggest the following:  

1. Cost information - Consumer Survey 

After Question 36 in the Consumer Survey, the FDA might consider adding a question to elicit information about 
consumer search for prescription drug cost information, such as:  

"How often do you compare the prices of prescription drugs or other alternative treatments? Would you say always, 
almost always, sometimes, rarely, or never?"  



This question might be followed by a more direct behavior question, such as:  

"When you are aware that different drugs will cost you different amounts, how important is cost in making your final 
choice? Would you say extremely important, very important, somewhat important, not very important, not important at 
all?"  

If the FDA wants more precise information about the point at which patients consider cost, the survey could include a 
followup question such as: 

"How often do you discuss the cost of prescription drugs or other alternative treatments with your doctor? Would you 
say always, almost always, sometimes, rarely, or never?"  

2. Prescription coverage - Consumer Survey 

Following Question 58 in the Consumer Survey, the FDA might add one or two questions about prescription drug 
benefits, such as:  

"Do you belong to an HMO or an insurance plan with a prescription drug benefit?" [Yes, No, Don't Know, Refused]  

Those who have a benefit might be asked more about the extent of their coverage. For example, the FDA might want 
to ask:  

"How much do you typically expect to pay for prescription drugs? Would you say a modest co-payment (say $5 or 
$10 per drug), about 25% of the retail price, about half of the retail price, more than half of the retail price [allow an 
"other" option and a "do not know" option]?"  

3. Cost information - Physician Survey 

In the Physician Survey, the FDA may wish to insert a question about costs following Question 23, such as:  

"Was the patient concerned about the price of the drug?" or "Did the patient ask if a less expensive drug was 
available?"  

A more general question about the role of cost in choosing drug therapies might be included as part of Question 4 in 
the Physician Survey. This question asks doctors to tell the interviewer how frequently patients initiate questions 
about a series of treatments ranging from OTC drugs to prescription drugs advertised on TV. The question could be 
revised to include a question about how frequently patients initiate questions about the cost of drug treatments. If the 
FDA wants information from doctors that might help assess the role of generic drug competition, "generic prescription 
drugs" could be added to the list of options.  

An alternative way of addressing the cost issue would be to insert a general question before Question 39: 

"How often do you discuss the cost of alternative drugs or other treatments with your patients? Would you say 
always, almost always, sometimes, rarely, or never?" 

Given the intense policy debate over generic drugs, the FDA may wish to discover the extent to which DTC 
advertising influences patients' and physicians' choices between brand-name prescriptions and generic equivalents. 
To do so, the FDA would first need to add a question that would identify the frequency with which generic substitutes 
are available for DTC advertised prescription drugs. A second question could then ask how frequently patients insist 
on receiving advertised, brand-name drugs even when a generic equivalent is available. 

C. An expanded physician sample could be useful 



The FDA has embarked on an extensive consumer research project, which was obviously designed with great care. If 
the FDA wishes to test hypotheses about the differential effects of DTC advertising on physicians in different 
specialities, it should consider the benefits and costs of enlarging the size of the physician sample. FDA staff may 
also wish to consider whether it is possible to create a control group of physicians in a specialty that encounters very 
little DTC advertising, possibly by administering a modified survey to this group. If this cannot be done as part of this 
study, then the FDA may wish to consider how this might be done in the future. Some type of control would help 
analysts better understand, for example, if consumers who try to influence the course of medical treatment are more 
likely to be treated for maladies with high levels of DTC advertising versus low levels of DTC advertising. Such a 
control would help to define the effects of DTC promotions more precisely. 

IV. CONCLUSION 

We support the FDA's efforts to collect systematic data to evaluate the effects of DTC advertising. These data will 
improve our understanding of the role of DTC advertising on consumers and the patient/physician relationship. Data 
such as these, especially if evaluated along with data from other sources, such as market studies and copy tests, are 
necessary to determine how DTC advertising policies affect consumer welfare. 

Respectfully submitted, 

______________________ 
David Scheffman, Director 
Janis K. Pappalardo, Economist 
Bureau of Economics 

______________________ 
J. Howard Beales, III, Director 
Mary Koelbel Engle, Acting Associate Director, 
Advertising Practices, Bureau of Consumer Protection 

______________________ 
Ted Cruz, Director 
Jerry Ellig, Deputy Director 
Office of Policy Planning 
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