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West Virginia Supreme Court Strikes Down Learned Intermediary Rule
By James M. Beck & Th eodore H. Frank*

In 1999, the New Jersey Supreme Court created an 
unprecedented exception to the learned intermediary 
rule, holding that it did not apply where the manufacturer 

had engaged in direct-to-consumer advertising.1 Th e decision 
was especially surprising because New Jersey was one of the 
few states where the legislature had explicitly written the 
learned intermediary doctrine into statutory law.2 Perez v. 
Wyeth Laboratories, Inc. was not followed in other jurisdictions 
until 2007,3 when the West Virginia Supreme Court used the 
rationalization of direct-to-consumer advertising in State ex rel. 
Johnson & Johnson Corp. v. Karl (a case where there was none 
at issue) to hold that it would be the fi rst state to disregard the 
learned intermediary doctrine.4

Th e learned intermediary doctrine has been adopted 
by state courts in thirty-nine states and by the District of 
Columbia—including thirty-four states where the decision 
was made by the highest court, and the highest court of the 
fourteen most populous states. Federal courts have made an Erie 
prediction in eight other states, and in Puerto Rico, that the 
state would adopt the learned intermediary rule.5 Th us, West 
Virginia’s highest court has parted company with the forty-seven 
states that have judicially recognized this doctrine.

The West Virginia Court’s Decision

But in Karl, a 3-2 decision with four opinions, the West 
Virginia Supreme Court disagrees that virtually all states have 
adopted the learned intermediary doctrine. Th e lead opinion 
counts “decisions of only the highest state courts,” and concludes 
that “a mere” twenty-one states have expressly adopted the 
doctrine.6 One reason for the discrepancy is the omission in 
Karl of cases involving prescription medical devices. 

Th e majority goes on to reject all of the usual justifi cations 
for the doctrine. “At the outset,” it notes, “the learned intermediary 
doctrine is not a modern doctrine. Rather, its origins may be 
traced as far back as 1925.”7 Th is is a curious observation in a 
common law system governed by stare decisis; the doctrine has 
been on the books, and increasingly embraced, for more than 
eighty years. Th is casual approach to precedent is of concern 
to more than just pharmaceutical defendants;8 it potentially 
threatens other doctrines, such as product identifi cation, remote 
causation, and even the burden of proof.

Criticizing the learned intermediary rule as “outdated” 
would hold if the rule was only rarely invoked, or if there were 
a general trend away from it. Neither is the case here. Th e rule 
is as routinely followed now as in prior years.9 Indeed, Karl cites 
not a single other opinion that outright rejects the rule. Th at 
is because no such opinion exists—until now. Remarkably, the 
Karl court relied on the absence of a ruling in the highest courts 
in twenty-two states (some of which are erroneously included) 
as “precedent” for rejecting the rule.10 
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The majority opinion proceeds to attack direct-to-
consumer (DTC) advertising. While there are certainly 
arguments that DTC advertising can be abused, there is also 
evidence that DTC advertising has been a substantial benefi t to 
consumers and to health outcomes.11 Nevertheless, the majority 
held that DTC advertising “obviates each of the premises upon 
which the [learned intermediary] doctrine rests.”12 In a world 
of DTC advertising, patients become active participants in 
their health care, and they ask for particular drugs by name. 
And the existence of DTC ads supposedly proves that it is 
possible to explain accurately the risks and benefi ts of drugs 
directly to patients.13 Th e majority therefore saw no benefi t 
in adopting the learned intermediary doctrine. Manufacturers 
should simply warn patients directly of the risks associated with 
prescription drugs.

Th is reasoning is problematic, however. First, making 
decisions about the optimal level of direct-to-consumer 
advertising might seem a usurpation of legislative, executive, or 
administrative prerogative—particularly in a case in which the 
defendant did not, in fact, engage in this practice. Moreover, 
it is peculiar to respond to the supposed harm of DTC 
advertising by enacting a rule of law that forces manufacturers 
to do even more of it. By abrogating the learned intermediary 
rule altogether—supposedly based upon its critique of DTC 
advertising—Karl virtually forces every prescription medical 
product manufacturer to engage (even for drugs and devices 
that have not previously been the subject of DTC advertising) in 
precisely the DTC conduct about which the decision complains. 
How else is a company supposed to satisfy this new duty to 
convey warnings about prescription medical products directly 
to the general public, bypassing the doctor altogether?

Second, although there is a great deal of DTC advertising 
these days, there are plenty of drugs that are not advertised this 
way—such as the drug in Karl. Generally, only a relatively few 
blockbuster drugs are promoted with expensive ad campaigns; 
the $2.38 billion/year spent on DTC advertising in 2001 is 
less than 2% of the annual cost of prescription drugs. Ordinary 
drugs, or drugs for rare conditions, do not merit the cost of 
DTC advertising. Why should the protections of the learned 
intermediary doctrine be removed from drugs that were (1) 
never advertised DTC, or (2) advertised DTC, but the plaintiff -
patient who brought the case never saw or heard the ad? Even 
New Jersey applies the learned intermediary doctrine to non-
DTC-advertised drugs, and appears to recognize causation as 
a defense.

Th ird, it is ordinarily impractical to warn patients directly 
about the risks associated with drugs. Every doctor has access 
to the Physicians’ Desk Reference and can locate and understand 
prescription drug labeling. Patients are less able to fi nd and read 
the package inserts, and less able to understand them. Th ey 
will be even less likely to understand them if drug companies 
are forced to do additional disclosures for fear of liability. As 
it is, a 2002 FDA study found, only 16% of patients say they 
read “almost all” or “all” of even the brief summary disclosures
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in DTC advertising, a problem that will surely be exacerbated 
when the disclosures become longer.14 Nor is it universal for 
pharmacies to distribute package inserts when they dispense 
prescriptions.

Th is leads us to the fourth point, which is that the 
opinion is unrealistic. Who, other than physicians and product 
liability lawyers, actually reads drug package inserts from cover 
to cover? Th e average patient surely does not. What purpose 
does it serve for courts to dictate the contents of documents 
that go unread?

Karl states that “only” four state supreme courts have 
adopted the learned intermediary rule since direct-to-consumer 
(“DTC”) drug advertising “proliferate[ed]” in 1997.15 However 
no court—other than that of Karl—rejected the rule during 
that (or any other) period. Nor does Karl acknowledge the 
additional seventeen high court opinions from twelve other 
states that reaffi  rmed the learned intermediary rule during this 
same period.16

The Learned Intermediary 
Doctrine & Public Policy

Th e learned intermediary rule fi lls an important role in the 
law, ensuring harmonious operation of state product liability 
law with the “unique system used to distribute prescription 
[products].”17

Th ere are several reasons why no other jurisdiction shares 
the West Virginia view on display in Karl. First and foremost, 
the learned intermediary rule makes sense because it refl ects 
common practice. Ever since the FDA started regulating 
prescription drugs in the 1930s, those drugs and (more recently) 
prescription medical devices have only been available to the 
public after doctors have decided that they are appropriate 
for the treatment of particular patients. Th us, the rule refl ects 
how prescription drugs and medical devices are actually 
distributed. Th ese mandatory federal restrictions on distribution 
are why prescription medical products are not the same as a 
“lawnmower,” the concurring opinion’s example.18 Anybody can 
go down to the hardware store and buy a lawnmower for any 
reason (or no reason) at all. Th at is not possible—legally—with 
prescription medical products.

Moreover, these FDA requirements are motivated by 
longstanding safety concerns. Th e FDA defi nes “[p]rescription 
drug” as “any drug (including any biological product...) required 
by Federal law... to be dispensed only by a prescription.”19 All 
drugs are presumed to be prescription drugs unless the FDA 
“fi nds such requirements unnecessary for the protection of 
the public health by reason of the drug’s toxicity or other 
potentiality for harmful eff ect.”20 Similarly, a “prescription 
device” is “[a] device which, because of any potentiality for 
harmful eff ect... is not safe except under the supervision of a 
practitioner licensed by law to direct [its] use.”21 

Federal limitations upon distribution of prescription 
medical products are thus explicitly based upon their inherent 
safety risks. Nobody is telling purchasers of lawnmowers that 
they cannot have them unless they fi rst go to a government-
licensed professional and obtain pre-certifi cation that the 
purchase is necessary.
Fundamentally, the learned intermediary rule is “based 

on the principle that prescribing physicians act as ‘learned 
intermediaries’ between a manufacturer and consumer and, 
therefore, stand in the best position to evaluate a patient’s 
needs and assess the risks and benefi ts of a particular course 
of treatment.”22 “When the purchase of the product is 
recommended or prescribed by an intermediary who is a 
professional, the adequacy of the instructions must be judged in 
relationship to that professional.”23 Th e rule is legal recognition 
of something that is as true today as ever: prescription medical 
products are not available to the public at large precisely because 
the FDA has determined that such products have inherent, 
unavoidable risks of suffi  cient gravity to require a doctor’s 
evaluation before anyone can use them.24

Indeed, the warnings in the package insert are designed 
for doctors to read, not laypeople—containing jargon like 
“treatment-emergent hyperglycemia-related adverse events,” 
“mean (SD) pharmacokinetic parameters,” “agranulocytosis,” 
and “glomerular fi ltration rates.” Such warnings are “designed 
for the physician and not the patient.”25 

Th e rule further refl ects reality by recognizing that doctors 
make most prescribing decisions for their patients in the context 
of a physician-patient relationship in which patients rely upon 
their doctors to explain treatment decisions, and do not rely 
upon their own reading of product labeling.26 It would not 
just be burdensome, but dangerous, for the law to demand 
the dumbing-down of technical medical product information. 
Putting aside practicality, patients should follow doctors’ 
orders, and should not be conducting possibly ill-informed 
self-evaluations of their own prescribed medical treatments.27

Further, this sort of scientifi c precision in labeling is 
almost certainly preferable, at least as long as prescription drugs 
are not freely available. Better to have doctors to break things 
down to their patients in one-on-one conversations, rather than 
having patients try to read package inserts themselves. At least 
until Karl, West Virginia recognized the doctrine of informed 
consent, which requires doctors to do just that.28 Th us, at best, 
Karl has just created a regime of redundant and overlapping 
liability with the patients stuck in the middle—not knowing 
whom to believe if doctors and drug companies say diff erent 
things.

Th us, “[i]t is... the duty of the physician to advise the 
patient of any dangers or side eff ects associated with the use of 
the drug as well as how and when to take the drug.”29 “Education 
of the physician, on the one hand, and communication 
to the patient, on the other, are distinct processes, and the 
manufacturer’s duty involves only the former.”30 If the product 
requires a doctor’s prescription—and a doctor, in fact, prescribed 
it—the rule properly applies.31

Conversely, a tort system that requires manufacturers to 
bypass doctors and warn patients directly would disrupt the 
physician-patient relationship. “[I]mposition of a generalized 
duty to warn would unnecessarily interfere with the relationship 
between physician and patient.”32 “When the physician-patient 
relationship does exist... we hesitate to encourage, much less 
require, a drug manufacturer to intervene in it.”33 

Doctors are highly trained, with their own professional 
and legal obligations to their patients. Among other things, they 
keep those patients from overreacting to the many warnings 
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(often directed to limited situations or patient populations) 
that the FDA requires product labeling to include.34 Th us, the 
learned intermediary rule keeps doctors where they should be: 
front and center, as the primary source of patient information 
about medical treatment.

Th e rule ensures that, once a manufacturer has warned 
a doctor, it “may reasonably assume that the physician will 
exercise his informed judgment in the patient’s best interests.”35 
“[F]ailure [of medical personnel] to perform their duties 
from that point forward do[es] not operate to create, or to 
extend, a manufacturer’s duty to warn third-party family 
members, bystanders, or any persons other than the learned 
intermediary.”36 Th us, manufacturers are not “advisors” to 
physicians during the informed consent process,37 nor are they 
responsible for how physicians conduct their business.38

An additional practicality consideration buttresses 
the rule. “[T]he treating physician is in a better position to 
warn the patient than the manufacturer.”39 It is unrealistic to 
depend upon pharmacies to take up the slack, as they usually 
do not dispense prescription medical products to patients 
with full warnings.40 Th us, it is frequently impractical, or even 
impossible, for manufacturers to provide direct warnings to 
unknown patients, particularly in a medical emergency.41

The Concurrence

Critics have charged that “West Virginia is now routinely 
called a ‘judicial hellhole’ with the ‘worst legal system in 
America.’”42 Th e state of jurisprudence in West Virginia is 
exhibited most starkly by the concurring opinion in Karl of 
two justices, which states:

Suppose Patient John Doe visits his small-town West Virginia 
doctor. Further suppose he is prescribed a drug by his doctor that 
causes him serious injury. Suppose that the drug is one that is 
heavily advertised. Patient Doe then sues his West Virginia doctor 
and the drug manufacturer for the injury caused by the drug. 
If this Court were to adopt the learned intermediary doctrine, 
the West Virginia doctor would remain in the lawsuit, but the 
drug manufacturer would not remain in the suit and would not 
be liable for damages if the drug manufacturer could show that it 
warned the doctor of the risks of injury associated with the drug. 
Th us, a small-town West Virginia doctor would become solely 
responsible for the injury to Patient Doe while an out-of-state 
multi-million dollar drug manufacturer is off  the hook…. Th is 
result simply would be unfair.43

Th e characterization of the result as “unfair” is strange. Th e 
“out-of-state multi-million dollar drug manufacturer” cannot 
make a prescription drug that has no signifi cant risk of injury. 
If it did, the FDA would not have classifi ed the product as a 
prescription drug to start with, and the learned intermediary 
rule would never come into play. So, it cannot be the fact that 
the product causes injury that makes anything unfair.

Nor is the result “unfair” due to an inadequate warning. 
The hypothetical provides that the doctor was in fact 
properly warned. If the warning were inadequate, then the 
learned intermediary rule would not preclude liability of 
the manufacturer.44 If the “out-of-state multi-million dollar 
drug manufacturer” adequately warned the “small-town West 
Virginia doctor” about the inherent risks of its product, then 
what wrong did it commit? “[T]he fact that a particular drug 

might produce unfortunate side eff ects makes it ‘unavoidably 
unsafe’ but not ‘unreasonably dangerous’, and strict liability 
will not obtain if ‘proper warning is given, where the situation 
calls for it.’”45

Suppose the “small-town West Virginia doctor” prescribed 
the hypothetical drug notwithstanding adequate warnings of 
the harm it caused his or her patient, or did so without telling 
the patient what could happen. Suppose there was malpractice, 
or perhaps a breach of that doctor’s informed consent duty. 
What business does the “out-of-state multi-million dollar drug 
manufacturer” have in the suit—except that it has deep pockets? 
Th e “unfairness” advanced as the basis for the concurrence’s 
hypothetical does not seem to be tied to any tort concept of 
fault, but rather wealth (“multi-million dollar company”) and 
residence (“out-of-state”). 

But it is not a court’s job to impose what amounts to an 
extra-legislative tort tax in order to extract money (ultimately 
coming almost entirely from the pockets of other, out-of-state 
product users) for the benefi t of local plaintiff s regardless of any 
concept of legal fault. Moreover, if West Virginia’s tort system 
allows what amounts to absolute liability on pharmaceutical 
manufacturers, manufacturers will inevitably re-consider 
whether the state’s (relatively small) market is worth serving.
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