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Failure-to-warn claims against a drug maker that failed to provide a federally mandated medication guide to a
patient were preempted by federal law, the U.S. Court of Appeals for the Sixth Circuit held, affirming the lower
court’s dismissal of the claims. The opinion drew a partial dissent, with one judge arguing that the case was not
preempted and should have been allowed to proceed to discovery (McDaniel v. Upsher-Smith Laboratories, Inc.,
June 29, 2018, Cook, D.).

Upsher-Smith Laboratories, Inc., which makes a generic drug of last resort for heartbeat irregularities, was sued
by the wife of a man who died after taking the medication. She argued that the drug maker failed to warn about
the dangers of the drug, amiodarone hydrochloride, because her husband was not provided with a medication
guide along with his prescription. That medication guide, required by the Food and Drug Administration under
the federal Food, Drug, and Cosmetic Act (FDC Act), would have put her husband on notice that the drug could
cause lung damage and breathing problems, and was meant only as a drug of last resort for life-threatening
heartbeat irregularities, according to the lawsuit.

Preemption. The lower court dismissed the failure-to-warn claims as preempted by the FDC Act, and the Sixth
Circuit affirmed that decision on appeal. Tennessee law did not require the drug maker to provide a medication
guide, which meant that the core of the wife’s claims rested on Upsher-Smith’s alleged failure to comply with a
federal regulation that only the federal government could enforce, the court found. The patient’s wife had also
brought a claim for negligence per se under Tennessee law, but she waived that issue by failing to discuss it in
her appeal, according to the Sixth Circuit.

Concurring opinion. The Sixth Circuit’s chief judge, R. Guy Cole, issued a separate opinion concurring in
part and dissenting in part. While he agreed that the patient’s wife had waived her negligence per se claim,
he disagreed with the finding that the Tennessee failure-to-warn claims were preempted by the FDC Act. In
a previous case, the Sixth Circuit had held that some state failure-to-warn claims may survive in the "narrow
gap" between impossibility preemption, when a state law would conflict with federal requirements, and obstacle
preemption, when a state law would serve as an obstacle to the purposes and enforcement of a federal law. The
current case seemed to fit that precedent.

In that previous case, the court allowed a failure-to-warn claim based on a drug maker’s failure to update its
warning label, which was not so different from the current case’s allegation that the drug maker failed to provide
a separate medication guide, according to the dissent. The majority opinion also read too much into an apparent
discrepancy between the complaint, which alleged a broad failure to warn, and a brief responding to a motion to
dismiss, which focused on the lack of a medication guide and not on the adequacy of the warning, according to
Judge Cole.

Judge Cole argued that dismissal was not appropriate at the current stage of the case, because the patient’s
wife had pleaded a plausible claim that was neither precluded by the learned intermediary doctrine nor
preempted by the FDC Act. Although Upsher-Smith argued that it was protected by the learned intermediary
doctrine, because there was no evidence that the prescribing physician lacked access to the medication guide,
that defense raised questions of fact that should be addressed during discovery, according to Judge Cole.

The case is No. 17-5741.
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