
BRIEFLY SPEAKING | Page 9

ÐØßÎÓßÝÛËÌ×ÝßÔÍñÓÛÜ×ÝßÔ ÜÛÊ×ÝÛÍ

¾§ Õ·³ Ûò Ó±±®» ¿²¼ Ó»»®¿ Ëò Í±¿³±²

Ñ² ¿ Ô»¿®²·²¹ Ý«®ª»á

ÚÜß Ð®±°±» Í¬«¼·» ±² Ü·®»½¬ó¬±óÝ±²«³»® Ó¿®µ»¬·²¹

±º Ð®»½®·°¬·±² Ü®«¹ Ì¸¿¬ Ó¿§ ×³°¿½¬ ¬¸» Ý«®®»²¬ ¿²¼

Ú«¬«®» Í¬¿¬» ±º ¬¸» Ô»¿®²»¼ ×²¬»®³»¼·¿®§ Ü±½¬®·²»

M
embers of the New Or-
leans Bar practicing in
the areas of pharmaceu-

tical and medical device litigation
may want to take note of recently
proposed Food and Drug Admin-
istration1 studies in the area of
direct-to-consumer marketing of
prescription drugs and medical
devices. These study results may
impact applicability of the learned
intermediary doctrine for failure
to warn claims.

In Louisiana, in order to pre-
vail on a failure to warn claim
against a manufacturer, a plain-
tiff must establish both: (1) inad-
equacy of the warning and (2) that
the inadequate warning was the
cause of his injuries.2 And Louisi-
ana, like many other jurisdictions,
applies the learned intermedi-
ary doctrine to claims involving
prescription drugs and medical
devices under which the duty to
warn of potential risks extends to
the physician, not the patient.3 To
prove causation, the plaintiff must
show that a proper warning would
have changed the decision of the
physician to prescribe the drug or
device.4

In other jurisdictions, the
advent of direct-to-consumer

marketing of prescription drugs
and medical devices has eroded
applicability of the learned
intermediary doctrine.5 Courts
in West Virginia and New Jersey,
for example, have held that FDA
requirements, which mandate that
such adscontain a fulldisclosure of
associated side effects, eliminates
the need to rely on a “learned
intermediary” to inform a patient
of such risks.6 Plaintiffs have
urged courts applying Louisiana
law to recognize a similar “direct-
to-consumer” exception to the
learned intermediary doctrine,
although no Louisiana state or
federal decision has done so yet.7

The FDA’s recent announce-
ment that it is studying the impact
of the lengthy list of side effects
recited at the end of television
advertisements for prescription
drugs could foreshadow a change
in the content of direct-to-
consumer ads.8

FDA has become concerned that
the length of the lists of warnings
is inundating consumers such that
they are unable to identify the
more serious side effects of the
drug, or in other cases, making
a relatively innocuous drug or
device appear dangerous.9 Based

on the results of the study, the FDA
is considering limiting disclosures
in consumer ads to only “major
warnings” with a disclaimer that
it is not an exhaustive list.10 An
FDA rule limiting the scope of
warnings in consumer ads would
seemingly revive the learned
intermediary doctrine even in
those jurisdictions that have
accepted the “direct-to-consumer”
exception as it would shift the
burden to fully inform patients of
risks back to the physician. On
the other hand, if the FDA studies

to-consumer” warnings and the
more detailed consumer warnings
are retained, the argument in favor
of an exception to the learned
intermediary doctrine could be
strengthened.

New Orleans practitioners on
both sides of the Bar will want
to keep watch on the results of
the FDA’s study for its potential
impact on the interplay between
direct-to-consumer advertising of
prescription drugs and medical
devices and applicability of the
learned intermediary doctrine.
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