The Impact of Direct-to-Consumer
Advertising in Pharmaceutical Product

Liability Cases
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In the world of pharmaceutical produce
liability licigation, the learned interme-
diary doctrine has been an effective tool
in defending failure to warn claims. Em-
braced by at least 45 jurisdictions,” the
doctrine provides that a pharmaceutical
manufacturer fulfills its duty to warn
if the manufacturer provides adequate
warnings to the physician.® Beginning
in as early as 1948, in the context of
products liability, courts have recognized
a difference between goods sold directly
to the public and those which require
a doctor’s prescription.” The phrase
“learned intermediary” originated in the
1966 case Sterling Drug, Inc. v. Cornish
where a liability suit was brought againse
the producer of chloroquine phosphate
for failing to warn physicians of its po-
tential to cause irreversible retinopathy.®
In Sterling, the court noted, “we are
dealing with a prescription drug rather
than a normal consumer item. Insucha
case, the purchaser’s doctor is a learned
intermediary beeween the purchaser and
the manufacturer. If the doctor is prop-
erly warned of the possibility of a side
effect in some patients, and if advised
of the symptoms normally accompany-
ing the side effect, there is an excellent
chance that injury to the plaintiff can be
avoided.™

The fundamental rationale for the

tearned intermediary doctrine is the

fact that consumers cannot ohrain
prescription drugs without a doctor’s
prescription. Courts have identified four
factors chat support the application of
the learned intermediary doctrine. They
include: (1) the fiduciary nature of the
doctor-patient relationship; (2) drug
manufacrurers lack effective means to
communicare directly with consumers;
{3) doctors are able ro decipher complex
warnings and relay them to their pa-
tients; and (4) doctors are able to filter
relevant information to the patient to
apprise them of the risks without dis-
couraging necessary treatment.'’

Much has been made recently of
Direct-ro-Consumer (IDTC) advertis-
ing of pharmaceuticals and its impact
on the learned intermediary doctrine
in light of the decision handed down in
Perez v. Wyeth. A discussion of case law
both before and after Perez demonstrates
thar the learned intermediary doctrine
remains to be a viable defense for phar-
maceurical companies in a majority of
states. Furthermore, in New lersey, the
ione state that has found an exception
to the fearned intermediary doctrine on
the basis of DTC advertising, compli-
ance with FDA regulations for fabeling
and advertising provides a strong, albeir
rebuttable, presumption that a manufac-
rurer has satisfied its duty to warn con-
sumers abeut potentially harmful side
effects associated with its product.

Nonetheless, recent case law appears

to demonstrate that courts find the

opinion in Peres well reasoned and a

change with respect to the learned inter-
mediary doctrine may be on the horizon
given stepped up advertising to consum-

ers directly.
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In the context of this article, DTC ad-
vertising is the unsolicited promotional
endeavor by a pharmaceutical company
ot other provider of medical services
to present information about medicine
or medical services to the public in the
popular media.'" Although considered
recent phenomena, DTC advertising
dates back to the early 1700s, when
medicarions were first advertised in U.S.
newspapers.'” One of earliess modern
uses of DTC advertising occurred in
1981, when the pneumonia vaccine
Pneumovax® was advertised in Readers
Digest Magazine."

{n 2003, pharmaceutical market-
ers spent approximately $4.86 billion
on DTC advertising to market more
than 150 prescription medications to
the general public.”* The product most
advertised to consumers during 2005
was Lunesta. Sepracor Inc. spent $227.3
million promoting the prescription sleep
aid during the drug’s first year on the
market.'?

DTC advertisements have become
a stable vet controversial feature of the

media landscape.' Critics charge that
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DTC advertisements lead to the over-
prescribing of unnecessary, expensive,
and potentially harmful medications.”
Proponents counter that DTC advertis-
ing can serve a useful educational func-
tion and help avert underuse of effective
treatments for conditions that may be
poorly recognized, highly stigmatized,
or both.'

Despite the controversy, the amount
of DTC advertisements continues to
increase because, among other reasons,
they educate consumers about certain
conditions and trearments and concomi-
tantly result in an increase of sales of the
products. For instance, one study of 64
drugs found a median increase in sales

of $2.20 for every $1 spent on DTC

advertising.”

Perez v. Wyeth-"The Baginning of
the End?”

Although a strong defense in most prod-
uct liability actions against pharmaceuti-
cal companies, the learned intermediary
doctrine is not an absolure rule. Courts
have found circumstances where a warn-
ing direcely to the patient is required.
These circumstances include: vaccine
inoculations™; oral contraceptives™;
contraceptive devices™; over-promated
drugs™; and (6) drugs withdrawn from
the market.” Perez v. Wyeth was the first
decision to find an exception to the
learned intermediary doctrine based on
DTC advertising.

Perez involved a products liability
cause of action against the makers of the
Norplant contraceptive device. Plain-
tiffs’ principal claim alleged that Wyeth,
the distributors of Norplant in the
Unirted States, failed to adequately warn
about side effects associated with the

contraceptive.” According to plaintiffs,

Wyeth began a massive advertising cam-
paign for Norplant in 1991, directed at
women racher than at their docrors.”
The Perez coust held that when manu-
faceurers of prescription drugs or medi-
cal devices engage in direct-to-consumer
marketing for their products, they may
not be shielded from tiability by the
learned intermediary doctrine.”

In support of its position, the Su-
preme Court of New Jersey cited to
Restaternent {Third) of Torts for the
proposition that situations may exist
to impose a duty on the manufacturer
to warn the patient directly when the
health-care provider assumes a “much-
diminished role as an evaluator or
decision maker,”™ According to the
Perez court, DTC advertising creates
such a demand for a prescription drug,
that physicians are likely to acquiesce
to the wishes of their patients and not
engage in a risk-benefit analysis ro deter-
mine whether the drug is appropriare.
Furthermore, the court noted, “[o}ur
medical-legal jurisprudence is based on
images of health care that no longer ex-
ist. At an earlier time, medical advice
was received ... from a physician....
[Today,] medical services are in large
measure provided by managed care or-
ganizations. Medicines are purchased in
the pharmacy department of supermar-
kets and often paid for by third-party
providers,™’

Although Perez carved an exception
to the learned intermediary doctring
when pharmaceutical companies engage
in DTC advertising, it did provide a
rebuttable presumprion that a manufac-
turer satisfies irs duty to warn if it com-
plies with FDA regulations concerning

* As one court

tabeling and advertising.
recently noted, “Itthough technically
rebuttable, for all practical purposes, ab-

sent deliberate concealment or nondis-

closure of after-acquired knowledge of
harmful effects, compliance with FDA
standards should be vireually dispositive

iy

of such claims.

Perez Goes i Alone

In 2002, three years after the Perez deci-
sion, one United Stated District Court
noted that “{s]ince Pereg, no other court
in any jurisdiction has direcdy addressed
an advertising exception to the learned
intermediary doctrine, making New
Jersey the only jurisdiction to recognize
this exception.”* In 2004, the muldi-
district litigation judge overseeing the
Meridia litigation rejected plaineitfs’
arguments to adopt a DTC advertising
exception based on a federalism issue be-
cause no other state had followed New
Jersey’s lead. I dicta, the court, a UL S.
District Court in Ohio, noted, however,
that "the Perez opinion was certainly
well-reasoned.” * The Sixth Circuit
Court of Appeal affirmed this decision
bur did not discuss whether or nota
DTC advertising exception applies.
Rarher, it affirmed the discrict court’s
order as to the non-New Jersey cases and
stated that, for New Jersey cases, there
was no evidence that the defendants vio-
lated FDA’s regulations. ™ As such, the
plaintiffs did not overcome the rebut-
table presumption articulated in Perez.
Not only is Perez the only court 1o
find an exception to the learned inter-
mediary doctrine as a result of DTC
advertising, but courts in other jurisdic-
tions have rejected Perez-like arguments
both before and after the Perez decision,
For instance, applying Texas law, the
Fifth Circuit Court of Appeal stated that
“as long as the physician-patient rela-
tionship exists, the learned intermediary

doctrine applies, despite alleged “aggres-
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sive’ marketing. ™"

While no reported appellate deci-
sions exist in Pennsylvania, trial courts
in that jurisdiction have rejected 2 ‘DTC
exception’ to the learned intermediary
doctrine.”® One courr noted that media
disseminarion of information concern-
ing the existence of drugs does not
enhance the public’s ability ro acquire
them because the skill and knowledge
of the physician still must be brought
to bear in determining whether the
pharmaceutical is appropriate for the
patient.”’

Finally, although not following the
Perez decision, the Supreme Court of
Connecticut, noted, 7z dicta, that courts
have the ability to deal with changing
circumstances in the health care indus-
try especially regarding the marketing of
prescription drugs. The court specifically
identified the Perez Court’s DTC adver-
tising exception to the learned interme-
diary doctrine. The court stated that this
exception, along with the others noted
above, involve situations where there is a
lack of communication between patients
and their physicians or where partienss
essentially control the selection of the
product. Vitanza v. Upjehn Co., 778
A.2d 829, 847 (Conn. 2001},

The Proesible Prolileration of Perssz

As noted above, no court ourtside of

New Jersey has adopted a DTC advertis-

ing exception to the learned inrermedi-
ary doctrine. However, courts may be
able to find precedent for applying a
DTC exceprion by examining language
and holdings in cases involving aggres-
sive markering campaigns. For example,
in Stephens v. G.0. Searle & Ca., the
plaintff aileged that the defendant’s
birth control pill had caused her stroke.
A U.S. District Court in Michigan did
not explicitly create a Direct-to-Con-
sumer advertising exception, but took
into account the manufacturer’s “zeal-
ous marketing practices’ as a factor in
applying the oral contraception excep-
tion to the learned intermediary rule.”
Similarly, in Hill v. Searle Laboratories,
the Eighth Circuit Court of Appeal, ap-
plying Arkansas faw, held that a woman
who was given an IUD was entitled to 2
direct warning from the manufacturer of
the device. The court reasoned that the
manufacturer’s mass advertising of its
product was “important” to its analysis
but not determinative.’” In Garside
Osco Drug Inc., 5 U, S. District Court in
Massachusetts suggested, in dicta, that
an exception to the learned intermediary
doctrine may exist when a “manufactur-
er bypasses the traditional patient-physi-
cian relarionship” by advertising directly

to the consuming public.”

imporiance of Riscovery

Given the trend to continue, if not in-

crease, DTC advertising, it is essential
to safeguard the learned intermedi-

ary doctrine as plaintiffs attempt ro
spread Perezs DTC excepeion to other
jurisdictions. To that end, written and
deposition discovery establishing that a
plaintiff had little or ne control over the
selection and prescription of the produce
and minimizing plaintiff’s reliance on
any DTC advertisements will be sig-
aificant evidence in defending against
application of a DTC exceprion in other
jurisdictions.

Additionally, the deposition of the
prescriber will be instrumental o refute
the misperception that prescribers acqui-
esce to their patients’ demands for medi-
cations. Testimony that the prescriber
used her skill, knowledge, experience,
and training and that she controlled the
selection and prescription of the product
will frustrate efforts for the adoption of

a DTC exception in other jurisdictions.

Conchssion

The learned intermediary doctrine is a
valuable tool in defending pharmaceu-
tical product liability failure to warn
lawsuits. It is incumbent to protect this
well-reason doctrine and to demonstrate
that patients, no fmatter how persistent,
cannot obtain a pharmaceutical product
witheut 4 prescription written by an
educated and experienced health care

provider.
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