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Ill.: Adequacy of generic Paxil warnings claims bypass preemption, go to
jury, (Feb. 17, 2016)
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Finding that implied conflict preemption did not apply to a patient’s inadequate warning claims against the
manufacturer of a generic version of Paxil, a federal district court in Illinois ruled that the testimony offered by the
patient’s prescribing physician, combined with proffered expert testimony and statistical evidence, was sufficient
to raise a question of fact as to whether the drug’s 2010 label was adequate to warn of the risk of adult suicide.
Thus, the court refused to grant the drug manufacturer’s motion for summary judgment (Dolin v. SmithKline
Beecham Corp., February 11, 2016, Zagel, J.).

The patient had committed suicide after ingesting a generic version of the antidepressant drug Paxil
manufactured by SmithKline Beecham Corp. d/b/a GlaxoSmithKline. The patient’s estate brought an action
against the drug manufacturer, alleging that the drug’s 2010 label failed to warn of the risk of adult suicide
associated with use of the drug. In response, the drug manufacturer filed two motions for summary judgment,
arguing in the first motion that the state-law claims were preempted by federal law, and in the second, that there
were no issues of material fact to support the failure-to-warn claims.

Implied conflict preemption. The court rejected the manufacturer’s preemption argument, noting that the
argument for implied conflict preemption had been uniformly rejected by the U.S. Court of Appeals for the
Seventh Circuit. Citing the U.S. Supreme Court’s holding in Wyeth v. Levine, 555 U.S. 555 (2009), which clarified
that preemption, was a demanding defense that would not succeed without clear evidence that the FDA would
not have approved an enhanced warning to the drug’s label. The district court found that the drug manufacturer
failed to meet this burden with clear evidence that the FDA would have rejected a Paxil-specific adult suicide
warning. The evidence showed that the FDA had extended an invitation to the drug manufacturer to discuss
the option of keeping a 2006 Paxil-specific adult suicide warning in its current labeling. However, the drug
manufacturer never requested a formal meeting, nor did it seek additional labeling regarding a Paxil-specific
date. The manufacturer never sent a separate supplement and declined the FDA’s invitation for a meeting to
discuss the inclusion of the 2006 Paxil-specific adult warnings on its new labels.

Inadequate warning claim. The drug manufacturer presented three arguments to support its motion for
summary judgment on the estate’s inadequate warning claims: (1) the patient’s prescriber knew that Paxil
increased the risk of adult suicidal behavior prior to prescribing the drug to the patient; (2) the Paxil label was
adequate as a matter of law; and (3) the patient ingested the generic form of Paxil and not the name-brand drug
itself.

The court rejected the argument that the patient’s physician knew of the increased risk of adult suicidal behavior
based on the physician’s own testimony which suggested that he did not know that Paxil increased the risk of
suicidal behavior in adults prior to prescribing the drug to the patient, that he relied on the 2010 Paxil label before
prescribing the drug to the patient, that the 2010 label did not adequately warn about the risk of suicidal behavior
in adults, and that had he known of the risk, he would not have prescribed the drug to the patient. This alone was
sufficient to defeat the manufacturer’s motion for summary judgment.

The court went on to find that based on opinions of multiple experts proffered by the estate and the underlying
statistical evidence, it would be inappropriate to determine the adequacy of Paxil’s 2010 label prior to trial.

The case is No. 12 C 6403.
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Attorneys: Bijan Esfandiari (Baum Hedlund Aristei & Goldman, PC) and David E. Rapoport (Rapoport Law
Offices, PC) for Wendy B. Dolin. Alan Scott Gilbert (Dentons US LLP) and Alan M. Wishnoff (Phillips Lytle LLP)
for SmithKline Beecham Corp. d/b/a GlaxoSmithKline.
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