Prescription drug

manufacturers may
face added liability

for ads directed

at consumers

oday, most people are
Taccustomed to seeing

advertisements for pre-
scription drugs during their
favorite television shows.! These
advertisements feature prescrip-
tion drugs of all types, from
allergy medications to pills for
erectile dysfunction. According
to the U.S. General Accounting
Office, an estimated 8.5 million
U.S. residents per year receiving
prescription drugs asked for
them by name from their physi-
cians after seeing an advertise-
ment.? Many people also are
aware that prescrip-
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adequate warnings regarding the
use of the product and its risks.
In its defense, a drug manu-
facturer invariably argues that it
is shielded from liability under
the learned intermediary doc-
trine, which is predicated on the
cherished physician-patient rela-
tionship. Nevertheless, the courts
have continued to struggle with
the applicability of the learned
intermediary doctrine under cir-
cumstances in which drug man-
ufacturers advertise directly to
the consumer. Who has the duty
to adequately warn the con-
sumer—the physician under the
learned intermediary doctrine or
the drug manufacturer that
engages in DTC advertising?
After decades of advertising
only to health professionals, drug
manufacturers first sought ap-
proval from the Food and Drug
Administration in 1983 to adver-
tise directly to the consumer
through broadcast media, includ-
ing telecommuni-

tion drugs may be
purchased via the
Internet.
Direct-to-consu-
mer (DTC) adver-
tising by drug
manufacturers is
relatively new and,
not surprisingly,
has sparked myr-
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cations and televi-
sion.? A two-year
voluntary mora-
torium on DTC ad-
vertising ensued,
which the FDA
lifted on September
9, 1985, stating that
existing laws ade-
quately addressed

iad legal issues and
lawsuits. Indeed, if
a prescription drug
or medical device
causes personal injury, plaintiffs
typically seek a deep pocket and
sue the manufacturer, employing
a variety of legal theories and
claims. These theories most often
include the allegation that the
manufacturer failed to provide

article.

the legal issues
involving DTC ad-
vertising.*
Federal regula-
tions distinguish print from
broadcast advertising.® Under
Section 502(n) of the Food, Drug,
and Cosmetic Act, print adver-
tisements for prescription drugs
and medical devices must include
what Section 502(n) terms a
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“brief summary” containing a
product’s indications, contra-
indications, and effectiveness.®
The brief summary requirement
is easily satisfied by placing in an
ad the warning language of the
inserts found in FDA-approved
labeling. In contrast, broadcast
advertising (including radio, tele-
vision, and the Internet) must
contain the brief summary and
what is termed a “major state-
ment” presenting the results of
clinical testing and the product’s
major side effects.” Until recent
regulatory changes, the disclo-
sure requirements of the brief
summary and the major state-
ment made DTC advertising cost-
prohibitive for drug manufac-
turers due to the limited space
and time available to fulfill the
requirements.

In August 1999, the FDA
issued its Guidance for Industry:
Consumer-Directed Broadcast
Advertisements.® Instead of the
brief summary and the major
statement, the FDA’s guidance
suggests that DTC broadcast
advertising, which is product spe-
cific, contain an “adequate provi-
sion,” which must include four
elements: 1) a toll-free telephone
number for consumers to obtain
product information, 2) identifi-
cation of a current publication
that contains a summary of FDA-
approved labeling for the prod-
uct, 3) a statement advising con-
sumers to consult with their
health care provider, and 4) an
Internet Web site address that
contains product information.!®
The object of the adequate provi-
sion is to ensure that consumers
are informed of various resources
to which they can refer for infor-
mation that is required in the brief

summary and major statement.

By complying with the ade-
quate provision prong in the
FDA’s guidance, drug manufac-
turers essentially can satisfy the
brief summary and major state-
ment requirements and do so in
a cost-effective manner. Thus the
adequate provision provided the
impetus for drug manufacturers
to launch full-scale DTC adver-
tising programs in broadcast
media.

Exceptions to the
Doctrine

Under the learned intermedi-
ary doctrine, a drug manufacturer
only has the duty to provide warn-
ings to the physician—not the
patient—of foreseeable health
risks associated with a drug.!
Clearly a physician is in the best
position to understand a patient’s
medical needs and to assess the
benefits and risks posed by a par-
ticular drug.? Thus, the physi-
cian is the “learned intermediary”
between the drug manufacturer
and the patient and is responsible
for providing the necessary warn-
ings to the patient.!®* The learned
intermediary doctrine and its
public policy implications have
been adopted by “an over-
whelming number of jurisdic-
tions,” including California.'

With the publication of the
Restatement (Third) of Torts in
1997, the American Law Institute
adopted the learned intermedi-
ary doctrine, but with several
exceptions.!® Specifically, the
manufacturer may have a duty to
warn the consumer directly if
there is a “limited therapeutic
relationship” between the physi-
cian and the patient, such as
when “the physician or other




health-care provider has a much-diminished
role as an evaluator or decision-maker.”'¢ One
specifically cited example in the restatement
is the “administration of a vaccine in clinics
where mass inoculations are performed.””
The dilution of the physician-patient rela-
tionship when vaccines are dispensed at a
clinic “without [the physician providing] the
sort of individualized medical balancing of
risks to the vaccinee” defeats the objective of
the learned intermediary doctrine.'® However,
outside the realm of mass immunizations in
clinical settings, when a vaccination is per-
formed by a physician who consults with the
patient, the doctrine remains applicable and
the drug manufacturer need only warn the
physician.”

Courts also have carved out exceptions to
the doctrine. Various courts have refused to
apply the learned intermediary doctrine in
personal injury actions involving oral con-
traceptives. The learned intermediary doc-
trine is inapplicable in that context because 1)
the patient, not the physician, chooses to take
the contraceptive, 2) minimal physician-
patient consultation is required, and 3) oral
contraceptives are already federally regu-
lated to a great extent, which ensures that a
patient choosing to take oral contraceptives
is doing so with informed consent.?

However, courts are split on whether to
apply the learned intermediary doctrine to
cases involving intrauterine devices (IUDs).
The Fourth and Sixth Circuits have held that
since IUDs are only available through a doc-
tor’s prescription, the learned intermediary
doctrine applies,?! but the Eighth Circuit has
held that “IUDs, like other forms of birth
control, are atypical from most prescription
drug products because the treating physi-
cian generally does not make an interven-
ing, individualized medical judgment in the
birth control decision.”?

Additionally, when a drug manufacturer
engages in excessive marketing of a drug or
deemphasizes a drug’s side effects, courts
have found that the manufacturer has waived
the protection under the learned intermedi-
ary doctrine. In Stevens v. Parke, Davis &
Company, the California Supreme Court held
that “an adequate warning to the profession
may be eroded or even nullified by over pro-
motion of the drug through a vigorous sales
program which may have the effect of per-
suading the prescribing doctor to disregard
the warnings given.”? The court found that
the drug manufacturer encouraged its sales
force to promote the drug by making per-
sonal visits to physicians’ offices, during
which no verbal warnings were given,
although written warnings were included in
the brochures that were distributed to the
physicians.*

The Stevens court further found that the
drug manufacturer’s promotional “give-
aways”—samples of the drug—also failed to
include warnings of the drug’s side effects
and contraindications.” The court held that
although a drug manufacturer may be in
strict compliance with regulations and direc-
tives promulgated by the FDA, this compli-
ance “[is] only minimal in nature and when
the manufacturer or supplier knows of, or
has reason to know of, greater dangers not
included in the warning, its duty to warn may
not be fulfilled.”? The court found that the
drug manufacturer “watered down” its warn-
ings by overpromoting its drug with samples
that hailed the effectiveness of the drug with-
out mentioning the drug’s side effects.?”

The Doctrine and DTC

Is there a DTC exception to the learned
intermediary doctrine? One court in one state
says that there is: The New Jersey Supreme
Court, in Perez v. Wyeth Laboratories,*
accepted the invitation of the American Law
Institute in the Restatement (Third) of Torts
to rule on this issue. The restatement first
summarizes the arguments for and against
applying the learned intermediary doctrine to
DTC advertising:

Those who assert the need for ade-

quate warnings directly to consumers

contend that manufacturers that com-
municate directly with the consumers
should not escape liability simply
because the decision to prescribe the
drug was made by the health-care
provider. Proponents of the learned
intermediary rule argue that, notwith-
standing direct communications to the
consumer, drugs cannot be dispensed
unless a health-care provider makes

an individualized decision that a drug

is appropriate for a particular patient,

and that it is for the health-care

provider to decide which risks are rel-
evant to the particular patient.?

The drafters of the Restatement (Third) of
Torts ultimately refused to take a position on
the debate and instead left it to “developing
case law” to decide the fate of the learned
intermediary doctrine in connection with
DTC advertising.®

Shortly after the publication of the
Restatement (Third) of Torts, the Fifth Circuit
Court of Appeals in In re Norplant Con-
traceptive Products Liability Litigation rejected
the DTC exception to the learned interme-
diary rule.’! The court was not persuaded
by the plaintiffs’ argument that the “physi-
cian’s reduced role” in selecting a form of
contraceptive for patients “invalidates the
rationale of the learned intermediary doc-
trine because the patient cannot rely on the

physician to provide an adequate warning.”?
The court held:

Although it may be true that physi-

cians may seek to provide greater free-

dom to their patients in selecting an
appropriate form of contraception,

Norplant is nevertheless a prescrip-

tion drug. The record makes it clear

that physicians play a significant role

in prescribing Norplant and in edu-

cating their patients about the benefits

and disadvantages to using it. [The
plaintiffs’] argument therefore is
unavailing.®

Less than three months after that opinion,
in another case involving Norplant implants,
the Perez court adopted the DTC exception to
the learned intermediary doctrine.* In Perez,
the New Jersey Supreme Court held that the
learned intermediary doctrine is inapplica-
ble when prescription drugs are directly mar-
keted to the consumer. The court found that
DTC advertising “alters the calculus of the
learned intermediary doctrine.” The court
held that since Wyeth Laboratories directed
its advertising campaign for Norplant—a con-
traceptive capsule implanted under the skin—
at women, rather than physicians, the concept
of the traditional physician-patient relationship
does not apply.

The Perez court held that the justifica-
tions for applying the learned intermediary
doctrine—the complexity of the product infor-
mation, the physician’s superior capability to
communicate complex information, the man-
ufacturers’ inability to communicate person-
ally with an individual patient in order to
understand the patient’s unique medical con-
dition, and judicial reluctance to intrude on
physician-patient relations—are eroded when
a manufacturer communicates directly with
the consumer.* The court reasoned that the
fact that drug manufacturers are choosing
to communicate directly with consumers,
rather than physicians, invalidates the notion
that a physician, not a patient, decides
whether a product should be used. Also, the
court found that DTC advertising undermines
the physician-patient relationship even when
the advertising encourages consumers to
consult first with a physician.

Lastly, since the FDA requires detailed
warnings in the package inserts of prescrip-
tion drugs, the consumer may reasonably
presume that such warnings are adequate.?”
Therefore, the Perez court reasoned that a
drug manufacturer who advertises directly to
consumers cannot hide behind the shield of
the learned intermediary doctrine if that man-
ufacturer fails to provide adequate warnings
to consumers. However, the Perez court also
held that if the drug manufacturer complied
with FDA labeling and advertising require-
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ments, the manufacturer is entitled to a rebut-
table presumption that the warning was ade-
quate. The court cautioned that drug manu-
facturers should not be made the “guarantors
against remotely possible, but not scientifi-
cally-verifiable, side-effects of prescription
drugs, a result that could have a ‘significant
anti-utilitarian effect.” Thus a drug manu-
facturer’s compliance with FDA standards
and regulations is dispositive of any claim of
liability.

While Perez was the first court to adopt the
DTC exception to the learned intermediary
doctrine, it also reinforced the rule that a
manufacturer of a prescription drug or med-
ical device is not required to warn a physician
of every conceivable risk.*® In Brown v.
Superior Court, the California Supreme Court
adopted the Restatement (Second) of Torts,
Section 402A, Comment k by holding that
manufacturers of prescription drugs or med-
ical devices can only be liable under a prod-
ucts liability theory if they are found to have
failed to warn of known dangers or dangers
about which the manufacturers should have
known.* A product manufacturer is not
required to warn of risks that are unknown or
risks that are commonly known to the med-
ical community.*! Additionally, if a physician
has specific knowledge of a risk associated
with a drug or medical device, there is no lia-
bility to the manufacturer for a failure to warn
because the manufacturer is not the cause of
the injury.*? California courts have since
extended the Brown exception and granted
Comment k protection specifically to all
implanted medical devices that may only be
sold to, or on the order of, physicians.* As a
matter of public policy, unless drug manu-
facturers are shielded from liability against
claims of inadequate warning, the costs of
litigating these claims would shift to the con-
sumer and would thus make life-saving and
life-improving drugs unaffordable.*

No other court has adopted the DTC
exception recognized in Perez, so the influence
of this one opinion remains to be seen.
Presently, with the exception of New Jersey,
49 states, as well as the District of Columbia
and Puerto Rico, have not addressed the
applicability of the learned intermediary doc-
trine to DTC adverting.®® As the drafters of the
Restatement (Third) of Torts noted, whether
a DTC exception to the learned intermediary
doctrine is adopted should be left in the hands
of the courts. To date, most jurisdictions,
including California, still support the tradi-
tional notion that the physician is the learned
intermediary between the manufacturer and
the patient, with few exceptions. Man-
ufacturers, doctors, and consumers in
California and the other jurisdictions in which
courts have been silent about a DTC excep-



tion must continue to wait for judicial guid-
ance on this issue. ]
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