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The Prescription Project of Community Catalyst, Inc., a non-profit health care advocacy

organization based in Boston (www.prescriptionproject.org ) and Prescription Access Litigation

LLC, a coalition of over 130 organizations representing consumers, health care advocates,
seniors, labor union members, legal services organizations, and others

(www.prescriptionaccess.org ) submit to the FDA that direct-to-consumer advertising (DTCA)

produces no proven public health benefits and likely plays a role in driving unnecessary use of
pharmaceuticals. Manufacturer-sponsored television advertisements, in particular, are ill-suited
to effective communication of risk-benefit information about prescription drugs. Elderly

consumers, the less-educated and those with English as a second language may be at particular

risk for misunderstanding the potential risks and benefits associated with advertised drugs.

There are few reliable studies establishing the effect of DTCA on prescribing trends and health
outcomes. However, available research largely shows that: DTCA influences patients to discuss
advertised treatments and conditions with their doctors; > patient requests for specific treatments
are frequently successful; **and DTCA campaigns are correlated in time with increased

prescriptions for the advertised drug. *°”

DTC advertising is overwhelmingly concentrated in a few drug classes,® which may not
represent important therapeutic advances. Moreover, advertising does not correlate with the
burden of disease. Advertised products are almost always new to market and therefore, by
definition, have unknown safety profiles. Encouraging unnecessary use of new products that
provide no clear clinical benefit puts consumers at risk. When the advertised drug has risks
which have not been fully or appropriately conveyed, such increased prescribing jeopardizes the

public health.



DTCA YIELDS LOW COMPREHENSION OF RISK INFORMATION, PARTICULARLY IN
ADULTS WITH LOW LITERACY

Evidence suggests that many consumers fundamentally misunderstand the basis under which
FDA allows DTCA. One survey of consumers (reviewed by Wilkes et al.)? found that 21 percent
believed that only “extremely effective” drugs could be marketed directly to consumers. In

addition, consumers held other mistaken beliefs:

43 percent believed that only “completely safe” drugs could be advertised directly to
consumers, 22 percent thought that advertising of drugs with serious side effects had been

banned.

Of course, no drug is “completely safe.” DTC advertising does not provide consumers with the
information to assess the severity or likelihood of potential risks, or the likelihood of obtaining
clinical benefit. Certain demographic groups — particularly the elderly, those with less education
or English as a second language — may be less able to adequately assess such risks and benefits,
and less able to evaluate the rapid-fire information presented in a television commercial. In a
study assessing comprehension of direct-to-consumer ads, adults with limited literacy were much
less likely to understand risk information compared with the company’s positive messaging (OR
0.28; Cl 0.20-0.40).%°

THE MESSAGE FROM TELEVISION

DTC television advertising is ubiquitous. However, the true message of such ads is conveyed
through images (healthy, beautiful people), which provide no basis for a rational assessment of
potential drug risks or benefits. Cline, in her analysis of drug advertisement imagery, reports that
more than 90% of examined print ads depicted “identity rewards” — personal models that
consumers identify with and want to emulate.* Ruth S. Day, researcher and Director of the

Medical Cognition Laboratory at Duke University, has presented testimony to the House



Committee on Energy and Commerce describing her research on consumer comprehension of
drug information. Her major finding has been that overall, subjects are able to report the benefits
discussed in drug ads with much greater accuracy than the risks — a striking 80% versus 20% on
average. Her analysis focuses on cognitive accessibility, which she asserts is much higher for the
presentation of benefit information. Cognitive accessibility is heightened for drug benefits by
devoting more time to them, by frequently repeating the drug name and benefits, and by using
easy to understand language. By contrast, drug risks are often presented with more difficult
language in a shorter time span, are placed in unfavorable locations, or are reported

simultaneously with audio or visual distractions.*?

DTCA DRIVES PRESCRIBING, BUT NOT ALWAYS IN THE PATIENT’S BEST
INTEREST

Proponents of DTCA often proclaim the benefits of increased communication between patients
and doctors. It is certainly true that patient prescription requests stimulated by DTCA are not in
and of themselves inappropriate. However they become a serious problem when they result in
medically unnecessary treatment.. At best such treatment needlessly inflates health costs. At
worst this spike in prescribing exposes a large population to the health risks of a newer (thus
less-tested) drug. This was clearly illustrated when prescriptions for cyclooxygenase-2 (COX-2)
inhibitors soared between 1999 and 2002. Vioxx (a COX-2) was the most heavily promoted drug
in 2000 and was subsequently determined to be responsible for an estimated 88,000 to 140,000
cases of serious coronary heart disease and an estimated 38,000 to 61,000 deaths in the USA. **
For a small subgroup of patients (those at risk of gi bleeds), Vioxx may have been an
appropriate first-choice medication. But 63% of the growth in COX-2 prescriptions between
1999 and 2002 was for patients at low risk for adverse events from traditional NSAIDs, who thus
should not have been prescribed Vioxx as a first-line therapy.'* Advertising drove indiscriminate

and costly use of this new drug.

The elderly population may bear an increased risk of the effects of inappropriate prescribing due
to greater susceptibility to certain adverse effects. For example, elderly patients prescribed

sleeping pills are at high risk of falling.”® Yet, DTCA campaigns for widely advertised sleeping



pills fail to make this risk clear. This is particularly important given that sleep-enhancing effects
of these drugs may be statistically significant, but clinically of little importance (for example,
sleep latency of 30 minutes for one widely advertised pill versus 45 minutes for placebo, with a
difference in total sleep duration of only 15 minutes).'® And some evidence indicates that elderly

patients may be especially likely to receive treatment in response to DTCA-inspired requests.*’

Other heavily advertised products that provide little or no meaningful clinical benefit for many
patients include cholesterol-lowering agents (for patients without heart disease), allergy
treatments, and Alzheimer’s drugs. DTC advertising for these products increases the likelihood

that patients will be unnecessarily exposed to adverse events.

DTCA’s ability to promote unnecessary prescribing is further demonstrated by a 2005 study
published in JAMA, which showed the influence of patients’ DTCA-prompted requests for
antidepressants -- one of the drug classes most heavily advertised to consumers. Trained actors
posing as patients were sent into clinics presenting signs of either major depression or adjustment
disorder. “Patients” with symptoms of depression requesting Paxil (the antidepressant chosen for
the study) were more likely to receive Paxil than those making a general request for medication
or no request (27%, 2% and 4.2%, respectively; p < 0.001). For symptoms of adjustment
disorder, antidepressant prescribing rates were 36.7%, 10.2%, and 0%, respectively (p < 0.001).
Importantly, the authors report that no evidence supports the use of Paxil for adjustment disorder
and minimal evidence for the use of the drug for minor depression.* Thus, DTCA has the
demonstrated potential to drive medically inappropriate use. This may be particularly true of

“reminder ads,” which mention a product, but not an indication.

SYSTEMATIC REVIEW OF THE DTCA LITERATURE: NO EVIDENCE OF BENEFITS

Most published academic studies of the effects of DTCA are patient and prescriber perception
surveys. There are few reliable data examining the effects of DTCA on prescribing and health.
The only systematic review and evaluation of studies on the effects of DTCA found that just four

of 2853 citations met strict inclusion criteria. Of these four publications, none found evidence



that DTCA imparts health benefits, and some reported concerns.'® The authors of the systematic

review conclude that the onus is on the proponents of DTCA to demonstrate its benefit.

One striking survey compared responses of patients and doctors before and after appointments at
two primary care practices to establish the effect of DTCA on prescribing. In both locations,
patients reporting higher exposure to advertising also requested more advertised drugs. In both
locations, around 75% of those requesting advertised drugs received a prescription. Yet 50% of
prescribing physicians reported that choice of drug as “possible” or “unlikely” choice for similar
patients,’ suggesting the role of DTCA in influencing prescribing choices. FDA’s own 2002
physician survey reports that nearly 50% of doctors reported feeling some pressure to prescribe

the drug requested by the patient.*

INDUSTRY ASSERTIONS

Industry representatives assert that “a wealth of data from independent studies... show that
direct-to-consumer advertising of prescription medications has a positive impact on public
health.”*® It may be useful to review the sources cited by industry to support this assertion. It is
important to note that of the eight publications cited, only one (Weissman et al., 2003) examines
the actual effects of DTCA on prescribing. Four are patient and physician opinion surveys; one is
a report by the US General Accounting Office; and two are communications made by Pfizer
Inc.or PARMA, an industry trade group, to the FDA. In addition, we note that some of these

sources express concerns about DTCA that are not reflected in the industry comments.

DTCA'’s effects on prescribing have been examined by Weissman et al., who found, based on
telephone surveys of patients, that one in four patients who asked about an advertised drug
received a new diagnosis, and that 43% of these new diagnoses were for high priority conditions
(as defined by AHRQ/IOM criteria); 57% were not high priority conditions. However, study
respondents with multiple DTCA-inspired visits were asked to focus only on the visit that was
most important to their health, likely skewing responses toward high priority conditions.
Moreover, the study provides no information on whether high-priority diagnoses were more or

less common in DTCA-inspired physician visits than in those not inspired by advertising.



Patients schedule visits with a physician for a variety of reasons, based on a variety of sources of
information. In this study, patients were about equally likely to receive a new diagnosis whether
DTCA played a small or large role in the decision to see a doctor. This undermines the
suggestion that DTCA plays an important role in the identification of serious health conditions.
In addition, it is important to note that the methodology of this study did not allow for any
assessment of the validity of diagnoses or appropriateness of treatment. No differences in health
effects were identified between patients who received the advertised drug and those who took
other drugs. As the authors note, retrospective patient self-reports of outcomes may be of limited

utility.

It may be important to note that a subsequent physician survey by the same researchers found
that erectile dysfunction (E.D) was by far the most common new diagnosis stimulated by patients
asking about an advertised drug.?’ That E.D. was not among the 6 most common diagnoses on
the earlier patient survey suggests possible limitations of the self-report methodology. The
estimate of new high-priority diagnoses is lower in physician survey study: just 7.5% of all
DTCA visits resulted in a high-priority diagnosis. In both studies, it is impossible to estimate
what proportion of high-priority diagnoses would have been made irrespective of exposure to
DTCA.

Industry submissions cite the FDA’s own 2004 report on their 1999 and 2002 patient and
physician surveys on DTCA to state that DTC raises consumer awareness of health conditions
and issues. However the discussion section of this same report states: “Both patients and doctors
indicate that DTC advertisements overstate drug efficacy and do not present a fair balance of
benefit and risk information.”* Further, as noted above, the FDA reports that nearly half of the

physicians surveyed reported feeling some pressure to prescribe the drug requested.

An industry submission cites a Kaiser Family Foundation survey of physicians®! asserting that
doctors are twice more likely to say DTC-prompted inquiries have a positive effect than
negative. However, a fuller reading of the study results shows that while 42% of physicians
reported positive effects of DTC-inspired patient queries, 56% of physicians reported that DTCA

produced either negative effects or no effect (21% and 35% of physicians, respectively).



Industry representatives also make frequent reference to Prevention Magazine’s annual consumer
perception survey on DTCA. One of the most used data points from these surveys is consumer
awareness of risk information in DTC TV Ads (79% in 2004).?? It is important to note that this
data measures consumer awareness of the existence of risk information, not comprehension of

that information.

OTHER CONCERNS

DTCA has also been used for “disease mongering” — growing the market for particular
pharmaceutical products through disease awareness campaigns that use advertising to “widen the
boundaries of illness.”*® The medical literature contains examples of pharmaceutical industry
disease mongering for bipolar disorder, female sexual dysfunction, erectile dysfunction, acid
reflux, insomnia and allergies.?**” Further, the indirect costs of DTCA to public and private
programs covering prescription drugs are clear. Rosenthal estimated that “$2.6 billion or 12% of
the growth in total prescription drug spending between 1999 and 2000 was attributable to
DTCA” resulting in $4.20 in increased sales “for every dollar spent on 19 DTC advertising.”?
Since 2000, spending on DTC advertising has increased. Both public programs, such as
Medicare and Medicaid, and private insurance are increasingly burdened by rising prescription

drugs spending.

CONCLUSION

In conclusion, The Prescription Project and Prescription Access Litigation urge the FDA
to closely review the cognitive effects of television advertisements when establishing regulations
that guide compliance with the “fair balance” requirement. More broadly, if DTCA has the
ability to stimulate powerful conversations between patients and doctors, a larger focus on public
service announcements (PSAs) seems warranted. PSAs are devoid of the inherent bias of

commercial DTCA and can be geared towards the highest-priority conditions.



DTC television advertisement compliance with the adequate provision and fair balance
requirement must be reexamined. More importantly, the claim that stimulation of discussions and
increased awareness of treatments is a public health benefit must be disregarded when stated out
of context. Overall it must be remembered that DTCA drives attention to conditions chosen for

their return on investment, not their importance in improving the public health.

Robert Restuccia Allan Coukell Alex Sugerman-Brozan

Executive Director Director of Policy Director
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