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Abstract

Pharmaceutical industry spending on direct-to-consumer advertising has been increasing rapidly. While
the primary goal of direct-to-consumer advertising is to sell drugs, supposed secondary goals include
patient education and improved health. However, these benefits of direct-to-consumer advertising are
unproved. Moreover, such advertising may create unnecessary tension between the patient and the
patient’s physician and insurer, and may divert physicians’ efforts away from important patient concerns,
and toward marketing-generated discussions. On the other hand, direct-to-consumer advertising may
lead to patient-doctor encounters that would not have occurred otherwise. Direct-to-consumer advertis-
ing should be modified to unambiguously benefit the health-care interests of consumers and patients.
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Introduction ing and suggest alternative approaches which
are more apt to support patients’ interests.
DIRECT-TO-CONSUMER (DTC) marketing is a
growing area of pharmaceutical industry activ- Background
ity. Currently, such activity is of unclear net
benefit to patients. Arguments supporting DTC  The pharmaceutical industry is one of the
advertising include its informational contentmost profitable industries on the Fortune 500
and patient empowerment through educationlist. In this high stakes arena, a single success-
However, the primary goal of DTC advertising ful drug can generate billions of dollars in rev-
is to sell medication. The primary motivation isenue. Research and development for failed
financial profit. Is DTC advertising benign, drugs can cost billions of dollars as well. Pres-
helpful, or harmful to patients? To date, the efsures to generate revenue have led the pharma-
fects of DTC advertising have not been studiedeutical industry to direct advertising to pa-
rigorously, although some data exist. In thistients in addition to health-care professionals.
essay, we discuss implications of DTC advertisFor some drugs, such as Clarftiand Zybaf®,
90% of promotional spending is directed to-
ward consumers (1). While spending on adver-
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sponding to several DTC advertisements, re- Empiric information surrounding DTC ad-
quested a voluntary two-year moratorium onvertising is limited. A survey of family physi-
DTC advertising, which began in October 1983 cians found a degree of ambivalence about DTC
Public pressure and drug industry initiativesadvertising, although most physicians ex-
forced the FDA to reexamine its long-standingpressed negative views. Advantages of DTC
policy opposing DTC advertising of prescrip-advertising cited by these physicians included
tion medications. The FDA expressed reservapatient information and the promotion of pa-
tions about the content and priority of DTC ad-tient-doctor communication, while disadvan-
vertising, citing an inherent conflict betweentages included cost and misinformation (8).
promotional content and objective informationNinety-five percent of these physicians were
(3). In 1985, the FDA permitted DTC advertis- approached by patients with requests for spe-
ing under the same standards that existed farific prescription medications within a six-
advertising to physicians, namely, fair balancanonth period of learning of them.
and full disclosure (4). In 1997, after years of  Other studies suggest both positive and neg-
wrestling with DTC advertising, the FDA pub- ative effects of DTC advertising on consumers.
lished draft guidelines for advertising directedA study of 1500 subjects exposed to magazine
to consumers; these guidelines stipulated truther television advertisements for fictitious pre-
ful description of the product’s indication, and ascription drugs found that the television adver-
“major statement” about the associated side efisements were more likely than magazines to
fects and contraindications. However, the briepromote consultation with a physician about the
summary of the drug’s indication, contraindica-particular drugs. Magazine advertisements had
tions and side effects required for promotionaless of an effect on consultation-seeking behav-
advertisements may be omitted if instructiondor, but were more likely to enhance the pa-
are provided for how consumers can obtain detients’ view of their authority in drug decision
tailed information about the drug, e.g., toll-freemaking (9, 10). A convenience sample of 202
telephone number, internet web address, refeputpatients was surveyed after viewing a tele-
ring patients to pharmacists or physicians (5)vised advertisement. This study found that pa-
Final guidelines are under development. Unitients viewing an advertisement with both pro-
fortunately, the FDA is not empowered, andmotional and risk-related product information
does not have the resources, to require preapave difficulty in learning either type of infor-
proval of advertisements. These deficits commation (11). A study of 150 television commer-
promise the FDA's effectiveness in regulatingcials for over-the-counter drugs found that con-
DTC activity. sumer awareness of the product was primary,
The pharmaceutical industry’s history of education was not well integrated into the ad-
noncompliance with FDA regulation of physi- vertisement, and a casual attitude toward drug
cian and consumer advertising is well docuuse was encouraged (12). A survey by the
mented. Wilkes et al. studied 109 full-page adAmerican Pharmaceutical Association found
vertisements appearing in ten leading medicathat about 30% of consumers who had seen a
journals, along with all available referencesDTC advertisement asked their physicians ques-
cited in the advertisements (6). They evaluatetions about the product and a similar proportion
these advertisements against FDA guidelineasked their physicians about the associated
and concluded that guidelines for balanced prekealth condition (13). Of those who spoke to
sentation of material were violated in 30—-40%their physician after seeing an advertisement,
of cases. Fifty-seven percent of advertisementabout one-third asked for a prescription for the
were found to have little or no educationaladvertised medication. The survey found that
value. Rothermich et al. (7) examined 94 preconsumers described the advertisements as un-
scription drug advertisements in three medicatlear, with television advertisements less useful
journals. These investigators found that healththan print advertisements. A telephone survey
related quality of life claims in the advertise-of 329 randomly selected California consumers
ments were usually implied and that 40% of thdound that awareness of DTC advertisements
advertisements did not comply with FDA regu-correlated with being affected by the health con-
lations. The FDA's Division of Marketing, Ad- dition the advertised drug was developed to treat
vertising, and Communication maintains a wek(14). This survey also found that 50% of re-
page listing its regulatory correspondence wittspondents thought advertisements had to be ap-
drug manufacturers regarding alleged violaproved by the government, 43% thought only
tions in advertising (www.fda.gov/cder/ddmac).“completely safe” medications could be adver-
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tised, and 22% believed that prescription drugsature of the product and the nature of the tar-
with serious side effects were restricted fromgeted need. Health differs from typical con-
advertisements. Additionally, there was asumer needs because: (a) health is a fundamen-
highly significant correlation between a positivetal necessity; (b) the consumer often cannot ad-
attitude about DTC advertising and false confi-equately assess for the absence or presence of
dence in how DTC advertising is regulated. disease; (c) treatment requires specialized ex-
Data suggest that patients may not be upsetertise; and (d) misdiagnosis, mistreatment, or
with their physician for refusing to prescribe nontreatment may have profound conse-
the advertised medication (9). Overall, the efquences. Furthermore, people who are ill are
fects of television advertising on patient educafrequently rendered vulnerable to exploitation
tion and health appear mixed. On the one handby their disease. DTC advertising targets per-
advertisements may be unclear or misleadingsons with health conditions of sufficient signif-
while on the other hand, patients may be stimuicance to warrant physician assessment. Fur-
lated to seek additional information from athermore, these conditions are sufficiently seri-
physician. More data are needed describing theus to justify use of prescription medication,
effects of DTC-generated patient visits on docthe subset of medications with the greatest po-
tor-patient communication, patient and physi-tential for toxicity and drug-drug interactions.
cian satisfaction, and on health promotion and DTC prescription drug advertising differs
disease prevention activities. from general advertising because the former
Some important health concerns are adereates demand for a product: (a) that the con-
dressed by DTC advertising, such as adjuvargumer is poorly prepared to evaluate, (b) that
treatment for smoking cessation and treatmennay be inappropriate or harmful for the patient,
of hyperlipidemia. However, as might be ex-and (c) to which consumer access is controlled
pected, pharmaceutical manufacturers’ choiceby physicians.
of drugs to promote appear to be governed by
profit as well as by a desire to improve public Benefits and Harms of DTC Advertising
health, and are limited to certain maladies and
diseases. For the 12-month period ending Evidence suggests that DTC advertising
March 1999, of the ten most promoted brandsmay stimulate doctor-patient communication, at
three treated seasonal allergies, one treatddast for well-educated patients (8). Through
male baldness, and one treated erectile dysfun®TC advertising, patients may seek health
tion (1). Successful amelioration of these andcreening, become aware of health concerns
other maladies may be important to individualsoverlooked by their physician, or may raise a
so afflicted, and pharmaceutical industry attentreatment option not considered by the physi-
tion to symptom relief is worthy. We believe all cian. New opportunities for patient education
medically recognized maladies are appropriatenay be generated. Additionally, patient inquiry
targets for advertising. However, the industry’sabout advertised medications may induce doc-
choices of drugs to promote for certain mal-tors to keep abreast of developments in drug
adies do not support the argument that DTC adtherapy. Patients who discuss information from
vertising serves as an important public healtibTC advertising with their physicians may
tool. have more frequent and productive communica-
Major professional organizations have partions with them. These visits may lead to
allel positions on DTC advertising. The Amer-query-specific care, as well as more broadly fo-
ican Medical Association opposes product-speeused health activities.
cific DTC advertising of prescription medica- On the other hand, DTC advertising tends to
tion (15). A review of several national organi- stimulate patient demand for specific medica-
zations of pharmacists and the American Publitions. Since the physician’s efforts must always
Health Association found that all groups sup-be prioritized to important patient problems, the
port educational advertising and all discourageime for reeducating and reorienting their pa-
medication-specific advertising (13). tients’ conceptions regarding inappropriate
medications may not be available. When the
Why DTC Prescription Drug Advertising Is physician advocates nontreatment, in the pa-
Different from General Product Advertising tient’s interest, the patient may suspect unjusti-
fied refusal or even deception. These interac-
DTC prescription drug advertising differs tions may distress both physicians and patients
from general product advertising because of thand compromise the trusting relationship they
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have established. And, in this cost-consciouphysician. The role of medicine in society and
health-delivery environment, DTC advertisingthe relationship between patient and physician
may exploit already-existing suspicion of physi-are worthy of reevaluation in the context of
cian interest. Further study of the doctor-patienDTC advertising. However, such an analysis is
dynamic is warranted to compare requests fobeyond the scope of this discussion.
specific medications with general or inexplicit The data are clear that physicians often un-
requests for medications, and to compare the eflerutilize important medications (e.g., beta
fects of DTC advertising on general health isblockers for myocardial infarction, inhaled
sues such as health screening interventions. steroids for asthmatics). Variation in clinical
In some cases, DTC advertising can pose practice is a well-recognized phenomenon, as
health risk. Historically, after the release of aMorris suggests, refractory to practice guide-
new medication, its use gradually increaseslines, educational initiatives and other interven-
providing some opportunity to monitor adversetions, because humans have a limited ability to
reactions. DTC advertising can generaténcorporate information in decision making
tremendous early demand for a newly approve@0). This problem is large and complex. To
medication, which may expose large numbersur knowledge, however, there are no data
of patients to as-yet unrecognized side effectshowing that advertising to patients improves
For example, in its first 8 months on the marketphysicians’ prescribing patterns, patient out-
Viagra® sales reached $608 million (16). Salescomes, or cost effectiveness of care. In fact,
have slowed after complications in patientsDTC advertising may lead to inappropriate and
with coronary heart disease were recognizedvossibly harmful overuse of medications, as
Similarly, troglitazone, a new oral medicationseen recently with heavily marketed anti-in-
for diabetes, was widely promoted until casedluenza medications (21).
of serious hepatotoxicity developed. A different kind of focus is on the horizon:
Competition to attract and retain patientspressure is slowly building for traffic in confi-
may result in efforts to increase patient satisdential medical information (22). Arguments
faction, perhaps by a readiness on the part cfupporting DTC advertising have been ad-
the physician to accommodate patient requestsanced to advocate targeted consumer advertis-
for medication. These requests can then fuehg utilizing personal medical data. Some of
tensions between the physician, the patient, antthe purported benefits of DTC advertising, i.e.,
a managed care organization (when involvedpatient education and better treatment choices
(1). Here, physicians balancing responsibilitiesand care, arguably, are more readily achieved if
to their employer with obligations of patient ad-individual patients receive advertisements re-
vocacy, face yet another profit-motivated chaldated to their own diagnosed conditions and
lenge to professional credibility. current treatments. For example, a hyperlipi-
DTC advertising may foster inappropriatedemic patient may receive information on
medication use. Data suggest that patient dddfestyle modification, medical treatment, and
mand motivates inappropriate drug prescribingnonitoring. However, such patients may also
(17, 18). Other data suggest that both patierie poorly served. For example, a similar pa-
expectation and physician perception of patientient could receive advertisements promoting
expectation for prescription medication corre-an antilipidemic medication as superior to the
late with the issuance of a prescription (19). one prescribed for and being taken by the pa-
Furthermore, some DTC advertising is antient, leaving him or her confused and skeptical
affront to the traditional, albeit evolving, med- about the benefits of current treatment and the
ical contract with society. Marketing to pa- competence of the prescribing physician.
tients implies that physicians are deficient in
their responsibilities to patients, and may un- Business and Health Care Ethics
derprescribe medications. Furthermore, the
fact that the preponderance of marketing activ- Codes of ethics for health professionals recog-
ity for some drugs is directed to consumers sugnize the inherent vulnerability of the patient and
gests a trend toward diminishing the doctor-pathe tension between patient autonomy and appro-
tient relationship. The industry may claim it is priate physician paternalism. These codes direct
promoting the doctor’s role by directing pa- physicians to advocate for their patients, protect
tients to see a doctor. However, these patiertheir patients from harm, promote patient good,
visits result from consumer demand for a prodserve patients as their fiduciary, and be self-effacing
uct “prescribed” by the manufacturer, not thewhere personal and patient interests conflict.
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Business ethics operate from a different set medications, and only in conjunction with
of premises, many of them codified in laws and clear educational content.
regulations. In terms of marketing, ethical
obligations are generalized among the target
population. For example, one may argue that
DTC advertising is ethical because many con-
sumers benefit from greater awareness of spe- We agree with recommendations to enhance
cific health conditions, whereas no one is the FDA's ability to sanction and its authority
harmed because physicians control drug pre- to enforce penalties for breaches of its adver-
scribing. Patient-directed concerns within pro- tising guidelines (23). If such ability is in-
fessional ethics may not register on scales of sufficient to modify practices, we support al-
business ethics. location of additional resources to make pos-
sible pre-screening and approval of adver-
tisements by regulatory bodies prior to their
release and distribution. Moreover, FDA

The health benefits of DTC advertising can scrutiny of advertisements directed toward
be achieved without many of the attendant neg- health care professionals and published in
ative effects. Public service messages describ- professional journals is desirable, because
ing important health conditions and their appro- consumers increasingly access professional
priate treatment(s) can better achieve the educa- journals for health information.
tional goals claimed by pharmaceutical adver-
tisers. Such activity could stimulate patient-e
physician discussion without creating inappro- efforts to foster continuing professional edu-
priate demand, and without exacerbating ten- cation, disseminate literature on evidence-
sion between patients and the health system. based medicine and current best practice, and
One might argue that there is a public right to quickly alert physicians to important new de-

Unsolicited patient-directed prescription ad-
vertising should be prohibited.

Recommendations

Professional organizations should improve

information about prescription medication.
However, this information, divorced from ob-
scuring promotional material, is widely avail-

velopments (good and bad), so that physi-
cians are better able to provide patients with
state-of-the-art medical information and care.

able to consumers in innumerable books and in-
ternet web sites, from professional organiza-
tions, and from the Food and Drug Administra-
tion, as well as other governmental sources.
The Committee on Bioethical Issues of the Clearly, DTC advertising has not been ade-
Medical Society of the State of New York holdsquately studied. To improve the factual basis
that DTC advertising, as presently conducted, ifor regulation, and to perhaps identify addi-
of unproved net benefit to the public, and mayional ways to improve health, we offer sugges-
disadvantage patients and consumers. Sont®ns toward a research agenda:
may argue that such advertising should not be
restricted merely because of unproved net efe
fect. But, historically, physicians have operated does DTC advertising affect this dynamic?
according to the dictum “primum non nocere.” Is information sharing enhanced? Does
Physicians must advocate practices that unam- physician unwillingness to prescribe adver-
biguously benefit their patients, whatever other tised medications create suspicion or dis-
social groups may endorse. tress, or does it stimulate productive health
The committee therefore challenges the encounters?
medical community and the pharmaceutical in-
dustry to reexamine their interrelating practices
to better promote patient health and welfare.
Specifically, the committee supports the follow-
ing measures to improve consumer knowledge
and patient care:

Publications which regularly offer analyses of
the benefits, risks, and costs of alternative
drug treatments are invaluable resources.

The physician-patient relationship: How

Public and personal health effects: How does
DTC advertising affect patients’ health
knowledge, health practices and other behav-
iors, including medication compliance?
What assumptions do laypersons hold about
DTC advertising in terms of regulations and
restrictions for advertisers, accuracy, and
completeness of information and product
safety?

« It should be permissible for specific medica-
tions to be named in consumer promotions in
regulated media only for nonduplicative
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