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the accuracy of sources of information that physicians
use to learn about new drugs or devices. There is ev-
idence that many drug advertisements are not balanced
or accurate,
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 and duped gatekeepers may not ad-
equately resist patients’ exhortations to write a pre-
scription.

Since a ban on the advertising of pharmaceutical
agents is incompatible with the First Amendment,
much stricter control by the FDA of misleading ad-
vertising is necessary. Although expenditures for the
promotion of drugs increased from $11 billion in
1997 to $15.7 billion in 2000 (Fig. 1), there was a
significant decrease in the number of actions taken
by the FDA to enforce advertising regulations — from
139 letters of warning to companies or notices of vi-
olation in 1997 to 79 in 2000 and an estimated 73
in 2001. The FDA is grossly understaffed for this
important oversight function: the entire Division of
Drug Marketing, Advertising, and Communications
has had only 28 to 30 employees since 1997 (Abrams
T: personal communication). A further handicap for
the FDA is that it lacks the legal authority to impose
civil monetary penalties on companies, even when
they repeatedly violate the law. An editorial in a De-
cember 2001 issue of 

 

Business Week

 

 commented that
“pharmaceutical company advertising on TV promotes
high-priced new drugs with marginal improvement
over cheaper generic versions. The FDA should crack
down harder on misleading ads.”
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 In the realm of
screening with the use of computed tomography, an-
alyzed by Lee and Brennan,

 

2

 

 enforcement is begin-
ning to occur. The FDA recently sent a notice of vi-
olation to a company, CATscan2000, for illegally
promoting screening for heart disease in asympto-
matic people: this form of technology has not been
approved for such screening.
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Beyond increased enforcement by the FDA, the
issue of better information for patients must be ad-
dressed. The irritation felt by many physicians when
patients approach them after seeing a direct-to-con-
sumer advertisement may derive from the fact that
such advertisements, with their powerful, emotion-
arousing images and frequently unbalanced informa-
tion on safety and effectiveness, mislead patients into
believing that drugs are better than they actually are.
There is a hollow ring to the statement by Pharma-
ceutical Research and Manufacturers of America pres-
ident Alan Holmer that “direct-to-consumer advertis-
ing is an excellent way to meet the growing demand
for medical information, empowering consumers by
educating them about health conditions and possi-
ble treatments.”
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The education of patients — or physicians — is
too important to be left to the pharmaceutical in-
dustry, with its pseudoeducational campaigns de-
signed, first and foremost, to promote drugs. Public

Health Service agencies such as the National Insti-
tutes of Health and the FDA, along with medical ed-
ucators in schools and residency programs, must move
much more forcefully to replace tainted drug company
“education” with scientifically based, useful informa-
tion that will stimulate better conversations between
doctors and patients and lead to true empowerment.
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DIRECT-TO-CONSUMER ADVERTISING 
— STRENGTHENING OUR HEALTH 
CARE SYSTEM

T has been almost five years since the Food and
Drug Administration (FDA) issued guidelines clar-

ifying the agency’s broadcast requirements for the ad-
vertising of specific pharmaceutical agents directly to

I
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consumers on television.1 Previously, most direct-to-
consumer advertising had been confined to newspa-
pers and magazines. We think this expansion to tele-
vision has been a positive step.

Does direct-to-consumer advertising strengthen or
weaken the physician–patient relationship? Physicians
should and do remain in control of prescribing med-
icines. As the article by Rosenthal et al. in this issue
of the Journal 2 makes clear, pharmaceutical companies
recognize this fact by directing a large proportion of
their promotional activities toward physicians. More-
over, survey data consistently show that when patients
ask a physician to prescribe a specific medicine that
has been advertised directly to consumers, many re-
ceive a different medicine or an alternative, nonphar-
maceutical treatment. Among respondents to an FDA
survey who said advertisements had caused them to
talk with a physician and ask for a particular drug,
about half said their doctor recommended a nondrug
therapy or a different medicine.3

We disagree with the assertion that direct-to-con-
sumer advertising bypasses physicians. The purpose of
this advertising is to encourage patients to talk to their
physicians about their medical conditions and treat-
ment options. In fact, every television advertisement
for a prescription drug must include the message that
viewers should ask their physician or pharmacist about
the product. Such discussions are beneficial — to the
patient, who gains a better understanding of the phy-
sician’s recommendation for treatment, and to the phy-
sician, who gains a better understanding of the pa-
tient’s needs. In the FDA survey, most patients who
had been prompted by direct-to-consumer advertising
to discuss a drug with their doctor stated that their
doctor welcomed the question (81 percent), discussed
the drug with them (79 percent), and reacted as if
the question were an ordinary part of the visit (71
percent).

The physician–patient relationship is strengthened,
not weakened, when, as surveys show, direct-to-con-
sumer advertising prompts a patient to talk with a
physician for the first time about a previously undis-
cussed condition. A 1999 survey by Prevention mag-
azine found that since 1997, as many as 24 million
Americans had been prompted by a direct-to-consum-
er advertisement to talk to a doctor about a medical
condition they had previously not discussed.4 This
type of advertising also adds to the information avail-
able to patients about the risks, side effects, and treat-
ment profile of a particular drug. For example, 82 per-
cent of the respondents to the FDA survey3 reported
seeing information on risks or side effects in direct-
to-consumer advertising, and 81 percent reported
seeing information on who should not take a drug.

Moreover, direct-to-consumer advertising appears
to encourage compliance with physician-prescribed

treatment regimens. Lack of compliance is a critical
problem in achieving efficacious medical care. In the
2000 Prevention survey,5 22 percent of consumers said
direct-to-consumer advertising made it more likely —
whereas only 3 percent said it made it less likely —
that they would take their medicine regularly; 33 per-
cent of respondents to the 1999 survey reported that
such advertising had reminded them to refill a pre-
scription.4 A study by Pfizer and RxRemedy from
June 2001 found that the percentage of patients with
diabetes, depression, elevated cholesterol levels, ar-
thritis, or allergies who continued with therapy after
six months was substantially higher when the patient
asked for a medicine after being prompted by direct-
to-consumer advertising than when the patient was
given a prescription for a medicine without such
prompting.6

Direct-to-consumer advertising is concentrated
among a few therapeutic classes. These classes include
agents for the treatment of conditions whose symp-
toms are easily recognized by consumers (such as ar-
thritis, seasonal allergies, and obesity), agents for the
treatment of chronic diseases that are often undiag-
nosed (such as high cholesterol, osteoporosis, and de-
pression), and agents for the enhancement of the qual-
ity of life (such as those for skin conditions or hair
loss). These advertisements may help consumers to
recognize symptoms and encourage them to seek ap-
propriate care.

What accounts for the emergence of direct-to-con-
sumer advertising? Patients are turning to the growing
volume of publicly accessible health care information.
Dr. Nancy Ostrove, deputy director of the FDA’s Di-
vision of Drug Marketing, Advertising, and Commu-
nications, Center for Drug Evaluation and Research,
has argued that direct-to-consumer advertising of
pharmaceuticals “is consistent with the whole trend
toward consumer empowerment” and has asserted
her belief that “there is a certain public health benefit
associated with letting people know what’s available.”7

In keeping with this trend, direct-to-consumer adver-
tising is used throughout our health care system:
managed care organizations, hospitals, and doctors
all advertise to consumers. Unlike other health care
information, direct-to-consumer advertising of drugs
is subject to intense scrutiny by FDA regulators, who
evaluate it for accuracy and balance.

In today’s health care marketplace, there are numer-
ous financial factors that influence the delivery of med-
ical care. There are payment incentives that are linked
to patterns of prescribing and dispensing of medica-
tions, formularies that are typically structured at least
partially on the basis of financial considerations, and
variable cost-sharing arrangements with patients for
certain types of medicines. In the light of these strat-
egies designed to influence decisions about the med-
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icines that patients receive, the provision of informa-
tion to patients about their treatment options through
direct-to-consumer advertising is a healthy develop-
ment that helps balance the system. With so many par-
ties using such financial incentives and encouraging
patients to assume increased responsibility for their
medical care, it is surprising that the transmission of
FDA-regulated information to consumers has engen-
dered controversy.

Direct-to-consumer advertising does not affect the
prices of drugs8: price increases of drugs are the least
important factor contributing to the increase in phar-
maceutical spending. In 2000, price inflation account-
ed for approximately one fifth of the growth.9 Such
advertising may increase the rate of use of prescription
drugs by prompting the treatment of patients for pre-
viously untreated conditions and by improving com-
pliance with treatment among those with known con-
ditions. If so, this increase is a positive development.
The proper use of prescription drugs is often the most
effective and least expensive form of health care. Os-
trove testified to a Senate subcommittee in July 2001
that there is no evidence that direct-to-consumer ad-
vertising is increasing inappropriate prescribing,10 and
an unpublished industry-supported study on choles-
terol-lowering statins, which are the subject of a sub-
stantial amount of direct-to-consumer advertising,
found no tendency toward less appropriate prescrib-
ing as the rate of use increased.11 As John Calfee of
the American Enterprise Institute has observed, “On
the whole, increases in drug utilization seem to be
driven primarily by the fact that health care organi-
zations, physicians, and patients find many of the new-
er drugs to be extremely valuable. In fact, there is
strong evidence that many of the most effective drugs
are underused, rather than overused.”12

Direct-to-consumer advertising is clearly here to
stay. Given this reality, physicians must, as Rosenthal
et al. note, “develop strategies for helping their pa-
tients evaluate this information and make appropri-
ate and informed choices about treatment.”2 With

such a diversity of treatment options available for acute
and chronic diseases, patients need the guidance that
only a trusted health care professional can provide.
The health care system is stronger as a consequence.
Direct-to-consumer advertising does not replace the
physician–patient relationship; its purpose is rather to
encourage an informed discussion between patient
and physician.

ALAN F. HOLMER, J.D.
Pharmaceutical Research and Manufacturers of America

Washington, DC 20005
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