The Learned Intermediary Doctrine:
An Update

The term “learned intermediary” was coined when a federal

appellate court reasoned that, in situations involving prescription
Dec 19, 2018 drugs, “the purchaser’s doctor is a learned intermediary between

the purchaser and the manufacturer.”1 In May of 2012, Frost Brown
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What is the Learned Intermediary Doctrine?

The concept is deceptively simple: a manufacturer of prescription
medications or medical devices has a duty to advise the prescribing
medical professional of the proper use and potential risks of its
products, rather than a duty to advise the patient or the public.2
Three of the most basic rationales in support of this rule are: (1) the
prescribing physician is in a superior position to give the warning
and provide an independent medical decision as to whether use of
the drug is appropriate for treatment; (2) manufacturers lack
effective means to communicate directly with the patient; and (3)
imposing a duty to warn upon the manufacturer would unduly
interfere with the physician-patient relationship.3 Despite its
apparent simplicity, no consensus exists among states as to the
source or the scope of the learned intermediary doctrine as a
defense; however, every state now acknowledges the defense in
some form.

The FBT Footprint
FBT maintains twelve offices in eight states: Indiana, Kentucky, Ohio,

Pennsylvania, Tennessee, Texas, Virginia, and West Virginia. What
follows is an overview of the learned intermediary doctrine’s current
status in each of these states.

Indiana
Indiana’s adoption of the learned intermediary doctrine in 1979
remains strong.4 Furthermore, Indiana extended the doctrine to
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pharmacists.5 In so holding, the Indiana Court of Appeals explained
that much of the reasoning supporting the learned intermediary
doctrine similarly applied to pharmacists, and as such, pharmacists
should only be required to provide those warnings specifically
found in the prescription.6

Indiana has also acknowledged a similar doctrine called the
sophisticated intermediary doctrine.7 The sophisticated
intermediary doctrine is applicable if: “(1) the product is sold to an
intermediary with knowledge or sophistication equal to that of the
manufacturer; (2) the manufacturer adequately warns this
intermediary; and (3) the manufacturer can reasonably rely on the
intermediary to warn the ultimate consumer.”8 This extends the
application of the principals behind the learned intermediary
doctrine far beyond the medical field.

Kentucky

Kentucky’s adoption of the learned intermediary doctrine came in
the form of adopting the Restatement (Third) of Torts2 Kentucky
also sets forth that in order for a warning to a physician to be
adequate, it must “apprise the general practitioner...of the
dangerous propensities of the drug."10 Kentucky points to other
jurisdictions that held that a package insert may be sufficient and
that a warning posted in the Physician’s Desk Reference may also
be adequate.ll However, caselaw further elaborating on the
requirements of an adequate warning is limited.

Ohio

Of the states in FBT's footprint, Ohio has one of the broadest
applications of the principals expressed by the learned
intermediary doctrine. Ohio’s codified law unequivocally upholds
the learned intermediary doctrine’s application to manufacturers of
prescriptions drugs and medical devices.12 Provisions in the law also
limit a manufacturer’s duty to warn to exclude open and obvious
risks or risks that are matters of common knowledge.13

Ohio also recognizes the sophisticated or knowledgeable purchaser
doctrine in which “a manufacturer’s duty to warn may be
discharged by providing the information about the dangers of the
product to a third person upon whom it can reasonably rely to
communicate the warning to the ultimate users of the product.”14
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This doctrine has been extended to manufacturers that provide
chemicals to employers whose employees were injured by the
chemicals15 and manufacturers of welding consumables.16 Clearly,
the learned intermediary doctrine can be extended to a variety of
situations in Ohio.

Pennsylvania

Pennsylvania was the earliest within the FBT footprint to adopt the
learned intermediary doctrine when it held in 1971 that the warning
required for a prescription drug extended to the prescribing doctor,
not the public or the patient.17 The Superior Court of Pennsylvania
explained that the warning for a prescription drug must be directed
at the prescribing doctors because it is the duty of the physician to
be aware of “(1) the characteristics of the drug he is prescribing, (2)
the amount of the drug which can be safely administered, and (3)
the different medications the patient is taking.”18 The court further
held that a manufacturer must exercise reasonable care to inform
physicians of the facts that make the prescription drug likely to be
dangerous.19

Tennessee

In Tennessee, the learned intermediary doctrine is applicable when
a physician is an intermediary between the patient and the
manufacturer of a prescription drug or medical product.20 In order
to be successful in a claim against a manufacturer of a prescription
drug or medical product, a plaintiff must establish the following: “(1)
that the defendant failed to warn the physician of a risk associated
with the use of the product not otherwise known to the physician;
and (2) that the failure to warn the physician was both a cause in
fact and proximate cause of the plaintiff's injury.”21

Unlike other states, Tennessee has consistently refused to expand
the doctrine beyond the pharmaceutical or medical fields.22

Texas

Prior to adopting the learned intermediary doctrine with regard to
prescription drugs, Texas recognized generally that some
manufacturers or suppliers utilized an intermediary to communicate
warnings to the users of a product.23 The Supreme Court of Texas
adopted the learned intermediary doctrine with regard to
pharmaceutical drugs in 2012.24 In that same case, the Court

fbtgibbons.com > FBT
2026 FBT Gibbons LLP. All rights reserved. ADVERTISING MATERIAL. . ) Gibbons


https://fbtgibbons.com

fbtgibbons.com

rejected the opportunity to adopt an exception to the learned
intermediary doctrine that would hold manufacturers that advertise
directly to consumers to a different standard.25 Shortly thereafter,
an intermediary court extended the doctrine to resistance bands
utilized by patients at a hospital’s physical therapy unit.26

Virginia

While the Supreme Court of Virginia has not explicitly adopted the
learned intermediary doctrine, the Court has seemed to apply the
doctrine as far back as 1980.27 Despite the Court's lack of official
adoption, it is unlikely that the Court would go against the weight of
legal authority and its previous decision and reject the learned
intermediary doctrine if provided the opportunity.

West Virginia

Historically, West Virginia's Supreme Court of Appeals rejected the
learned intermediary doctrine.28 However, in 2016, the West Virginia
Legislature enacted West Virginia Code § 55-7-30, explicitly
adopting the learned intermediary doctrine.29 Pursuant to the
provision, “[a] manufacturer or seller of a prescription drug or
medical device may not be held liable in a product liability action
for a claim based upon inadequate warning or instruction...”30 The
section does go on to permit claims against a manufacturer or seller
of a prescription drug or medical devise for inadequate warning or
instruction if the manufacturer or seller “acted unreasonably in
failing to provide reasonable instructions or warnings regarding
foreseeable risks of harm to prescribing or other health care
providers who are in a position to reduce the risks of harm in
accordance with the instructions or warnings,” and such a failure
was the proximate cause of harm.31 While not adopting the identical
language of the Restatement (Third) of Torts like Kentucky, the
concepts and language are similar.32 It is still too early to see how
West Virginia’'s highest court will interpret this new provision;33
however, the clarity of the new code section creates a clear
defense for manufacturers and sellers of prescriptions drugs or
medical devices.

Challenges and Exceptions

Certain exceptions have been carved into the learned intermediary
doctrine. One such exception is for vaccines administered in public,
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mass clinics where a physician is not involved.34 Additionally, some
courts apply an exception for contraceptive medications and
devices, because the patient is typically the individual making the
decision regarding what medication or device to use with limited
physician involvement or subsequent monitoring.35

Despite New Jersey’s adoption in 1999 of an exception when the
manufacturer advertises directly to consumers no other state
currently upholds the exception, and many states have in fact
specifically rejected it.36

It is now widely accepted that every state recognizes the learned
intermediary doctrine in some form. Despite the U.S. District Court
of New Mexico’s prediction that the Supreme Court of New Mexico
would not adopt the learned intermediary doctrine, New Mexico’s
appellate courts have historically followed the doctrine, with the
most recent being after the District Court’s prediction.37 Further,
while the Wisconsin Supreme Court has yet to address the issue of
the learned intermediary doctrine, numerous federal districts have
predicted that the Court would adopt the doctrine if given the

opportunity.@_While the exact scope of the doctrine remains
unclear in some jurisdictions, the argument remains a valuable

defense available in some form to defendants in every state.
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