Steven Meyers

uring thie
past decade,
pharmaceutical
company
expenditures
on direct to consumer (“DTC™)
advertising have increased, and so
have pharmaceutical sales. These
advertising budgets have drawn
criticism from consumer protection
groups and Congress. Some
criticism has focused on the learned
intermediary doctrine (“LID™).
Opponents argue that the LID
allows pharmaceutical companies
to advertise irresponsibly without the
fear of liability. Proponents maintain
that DTC advertising is simply
a broader means to disseminate
treatment options for common health
problems.

Late last year, the FDA held
hearings to investigate the effecis
of DTC advertising, thus far
with no tangible outcome. There
appears to be periodic pressure
from some quarters to curb such
advertising. One important issue
is whether the advertising practices
of pharmaceutical companies will
ultimately undermine one of their
strongest defenses.

The Learned Intermediary Doctrine
and Its Underlying Rationale
In a recent volume of this

WILL DIRECT TO CONSUMER ADVERTISING LEAD
TO THE LOSS OF ONE OF THE PHARMACEUTICAL
COMPANIES’ BEST DEFENSES?

newsletter, Daniel R. Caravan
provided an excellent summary of
the learned intermediary doctrine,
its justification, and its most notable
exceptions.! To briefly summarize,
the learned intermediary doctrine
is a well-established defense in
failure to warn claims.” Although
exceptions exist, the LID generally
allows product manufacturers to
satisfy is duty to warn the consumer
by providing adequate warnings
a “learned intermediary.” 1In the
context of pharmaceutical sales,
these “learned

context of the patient’s individual
medical history.” Second is the
observation that pharmaceutical
companies often lack the means to
communicate thorough warnings
to patients, given their lack of
direct access to the patients and
the complexities of the warnings at
issue.” Third is the fear that imposing
a legal duty upon pharmaceutical-
makers might adversely affect
the traditional physician-patient
relationship.® Each of these
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intermediaries™ are
the physicians that
prescribe medicine to
patients.

Scholars and courts
identify three primary
justifications for the
learned intermediary
doctrine.” All stem
from the traditional
physician-patient
relationship, or what
has been called the
“Norman Rockwell
image”of healthcare.”
First is the recognition
that a prescribing
physician is in the best
position to evaluate
the risks and benefits

associated with a
particular drug in the

Figure 1 - Doctor and the Doll by Norman Rockwell.
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justifications certainly held true when
the LID first developed and many
believe they remain valid. Some
argue, however, that developments
in the healthcare industry have
eroded each of these justifications.
Most notable, perhaps, of these
modern developments is the genesis
of DTC advertising in the context of
pharmaceutical sales.

ABriefHistory of Directto  Consumer
Advertising

Direct to consumer advertising is
a recent phenomenon. Traditionally,
pharmaceutical companies focused
their advertising efforts on the
prescribing physicians, not the
patients. Thus, in 1963, the
first governmental regulation of

Figure 2 - DTC Spending Increases from 1993-2004,

pharmaceutical advertising merely
prevented false claims from being
made to prescribing physicians.’
Following the first DTC
advertisements in the early 1980s,
the FDA imposed a “voluntary
moratorium” on DTC advertising
so that further investigation could
be performed.'” In 1985, this
moratorium was lifted.!" The
FDA commented at the time that
existing laws adequately addressed
the legal issues involving DTC
advertising.'

The first true attempt to
regulate DTC advertising arrived
in 1994 pursuant to an amendment
to the Federal Food, Drug and
Cosmetic Act (“FDCA™)." This
Act still governs and divides
DTC advertising based upon its

particular medium. Print DTC must
include a “brief summary” of product
indications, contra-indications, and
effectiveness for the particular
drug.'* In practice, the requisite
summaries have not been brief, often
resulting in a full page of medical
information.

Broadcast DTC advertising
presented different concerns.
Namely, in addition to the “brief
summary” requirement, broadcast
DTC ads were required to include
a “major statement” of the results
of clinical testing and side-effects
associated with the drug.”” The “major
statement” is the familiar, usually
voiced-over, warnings that can be
heard in all drug commercials.

PP Continued on page 9
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After the amendment to the
FDCA, pharmaceutical-makers
found compliance with print
advertising requirements to be
feasible. Compliance with broadcast
advertising regulations was more
problematic. Ultimately, the
regulations proved cost-prohibitive
as a thirty-second commercial often
does not offer enough time to provide
the requisite “brief summary.” Thus,
broadcast DTC remained mostly
dormant.

In 1997, however, the FDA
released a new guidance document
that would completely change the
airwaves. Entitled “Draft Guidance
for Industry: Consumer-Directed
Broadcast Advertisements,” the
document eased the practical problems
associated with broadcast advertising
compliance.'® The Draft Guidance
instead allowed manufacturers to
make an “adequate provision” to
ensure that such information was
available through means besides
the “direct summary.”"” The Draft
Guidance explained that “adequate
provision” would be satisfied if a
broadcast advertisement included:
(1) a toll-free number providing
more specific information about
the drug, (2) an internet webpage
address with specific information, (3)
an alternative means of dispensing
package labeling to consumers not
connected to the internet,or (4)
a statement directing consumers
to consult their pharmacists and
physicians to determine if the
particular drug was right for them. '

In 1999, the Draft Guidance was
adopted by the FDA in substantially
the same form as the 1997 version. '
These new guidelines removed some
of the previous hurdles associated
with broadcast DTC advertising, and
DTC became more independent.
The increase in DTC spending,
however, has been met with continued
scrutiny. Some Congressional
leaders advocate stronger regulation.
Senate Majority Leader Bill Frist
has commented that current DTC
advertisements offer*“fantasyland
images” and need to be replaced.?’
Senator Charles Grassley offered, “It
doesn’t make sense to rely on drug
companies (o police themselves.”
Secnators have also proposed full
moratoriums — unsuccessfully — on
DTC advertising for two years after
the introduction of a new drug to
the market.*> Even doctors have
now entered the fray. Recently, two-
hundred medical school professors
signed an anti-DTC statement,
suggesting the DTC advertising
isinimical to effective healthcare.”
otwithstanding
these incidents,
the FDA has not
finalized any further
substantive regulation concerning
DTC advertising. In 2003, the
FDA held public hearings in the
hopes of providing additional
industry guidance, but nothing new
has resulted.** Similar hearings
again occurred in November 2005,
The FDA did, however. issue a
Final Rule on January 24, 2006
concerning prescription drug content

and labeling. With respect to DTC
advertising, the FDA believes that
preemption precludes “claims that a
drug sponsor breached an obligation
to warn by failing to include in
[DTC] advertis[ing] any information
the substance of which appears
anywhere in the labeling . . . where
a drug’s sponsor has used Highlights
consistently with FDA draft guidance
regarding the “brief summary’ in
direct-to-consumer advertising.”*
The FDA position on preemption
embodied in the 2006 Final Rule has
yet to be tested in the courts.

Perez v. Wyeth Labs: Template for a
New Trend?

In 1999, in the midst of the fast-
paced expansion of DTC advertising,
the New Jersey Supreme Court
became the first — and thus far
the only — state supreme court to
recognize a DTC exception to the
learned intermediary doctrine.®® At
issue in Perez v. Wyeth Labs were
the warnings that Wyeth provided
in conjunction with its marketing of
the Norplant contraceptive system.
The Norplant system involved
the implantation of contraceptive
capsules under the skin of the patient’s
upper arm.””  The plaintiffs alleged
that Wyeth engaged in a “massive
advertising campaign,” beginning
in 1991, which included television
commercials and print advertisements
in women’s magazines.”® The
plaintiffs complained that while
the ads described the benefits of the

PP Continued on page 10
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product, they did not warn about the
side effects, which included weight
gain, headaches, and a host of other
difficulties.”” Also asserted was
that the ads neglected to mention
the subsequent pain and scarring
accompanying the removal of the
product.*

The trial court dismissed the
plaintiffs” failurc to warn claims,
and the intermediate appellate court
affirmed.”’ The trial court cited the
traditional position that the learncd
intermediary doctrine prevented
the plaintiffs from stating a claim
unless the prescribing physicians
were inadequately warned — the
“massive advertising campaign”
notwithstanding. 3 In support, the
trial court observed, ““a physician is
not simply relegated to the role of
prescribing the drug according to the
woman’s wishes.”* Instead, the trial
court concluded that the physician
was the one ultimately responsible
for weighing the risks and benefits
of the drug before prescribing it to
a patient.*

The New Jersey Supreme Court
reversed. The court stated, “Our
medical-legal jurisprudence is based
on images of health care that no
longer exist.™ Citing the changes
in health care, the court ultimately
created a DTC exception to the
LD

Immediately following Perez,
many believed that the New Jersey
Supreme Court’s decision was
destined to be adopted elsewhere.
Mark Hutton, attorney for many of
the Norplant plaintiffs, opined that

Perez was “probably the beginning
of the break in the dam.”’ Some
legal commentators made similar
assertions, explaining that Perez
marked “the turning of the tide
toward the general acceptance of
the DTC exception to the LID,
an exception long advocated by
commentators.”® In retrospect, this
expansion never occurred, and in
2002, the Eastern District of Texas
recognized that Perez continues to
stand alone.”

The reason that Perez never
found further traction might be
attributed to the lag between its
outcome and its basis. The facts of
Perez date to 1991, six years after
the 1985 rescission of the FDA’s
voluntary moratorium but three ycars
prior to the 1994 amendments to the
FCDA. By the time the New Jersey
Supreme Court decided the matter in
1999, however, the amended FDCA
and the 1997 FDA Draft Guidance
had been implemented. Thus, the
environment that led to Perez had
arguably evaporated.

Jurisprudential Evidence on the
Propensity of the Courts to Create
LID Exceptions

Although Perez remains the
only instance where a state’s
highest court has recognized DTC
advertising exception to the LID.,
the jurisprudence demonstrates
that courts are not afraid to create
exceptions to the LID when a
need to do so is perceived. For
instance, both the Fifth and Ninth
Circuits have interpreted state laws
o contain an LID exception in the

context of mass immunizations
— citing the absence of a true learned
intermediary.® Oral contraceptives
and contraceptive devices also have
been the subject of a LID exception
in some states due to the minimal role
a physician plays in the prescription
of these drugs.” In  California,
the “overpromotion” of new drugs
is a recognized exception for reasons
similar to those of Perez.** Even the
most recent Restatement suggests
that exceptions to the LID should
continue to develop via the case law
of individual jurisdictions.*

Ultimately, when courts have
perceived particular circumstances to
be incongruous with the justifications
of the LID, there has been no
hesitancy to create exceptions.
Some would certainly argue that
the escalation of DTC advertising
creaies an environment that is ripe
for the jurisprudential expansion of
Perez’s DTC exception. Thus, the
pertinent question now is whether
Perez will finally see the previously
forecast expansion, whether the
status guo will reign, or whether
something eclse will change the
current environment,

So What Does the Future Hold?

The pharmaceutical industry has
taken significant steps to regulate its
own DTC advertising. For instance,
Bristol-Myers now has self-imposed
a onc-year moratorium on the DTC
marketing of new drugs.** Pfizer
also has taken a wholly new tack in
its advertisements.*® Pfizer’s new
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advertising goals include providing
more risk/benefit information to
patients, fostering the physician-
patient relationship, and motivating
people to overcome potential health
barriers.* Many new ads are geared at
simply promoting greater awareness
of common health conditions.*”” These
surls ofinitiatives by pharmaceutical
companies may avert the perceived
need for either the expansion of a
DTC exception or Congressional
action.

Industry associations also have
undertaken new efforts to remain
at the torefront of this issue. In
August 2005, PhRMA, a coalition
of pharmaccutical research and
biotechnology companies,
released its “Guiding Principles”
concerning DTC advertisements
about prescription medicines.*
These guidelines create a focus on
awareness, education, and further
fostering the physician-patient
relationship.* They also recommend
a ban on the controversial “reminder
advertisements,” which found
themselves at the center of much
of the DTC debate.®” Previously,
such reminder advertisements
simply identified the name of a
particular drug without making any
representations as to effectiveness
orrisk. The PhRMA guidelines also
state that pharmaccutical companics
should submit all new DTC television
advertisements to the FDA for pre-
approval.” Ultimately, while these
“Guiding Principles”™ are not binding
on pharmaceutical companies, they
reflect continuing industry sensitivity
1o these issues.

Conclusion

Is the stage set for broader
acceptance of a DTC exception?
As yet, Perez remains an anomaly,
but the issue continues to evolve.
Lawyers on both sides of the bar
should stay tuned, and litigants
should consult their attorneys to
see if a DTC exception is right for
them.

Steven Meyers is an associate at
Irwin, Fritchie, Urquart & Moore
LLC in New Orleans. Mr. Meyers'
e-mail address is smevers(@irwinilc.
com.
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