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The mother of a child who was born with birth defects after she took the prescription fertility drug Clomid® before
becoming pregnant could not maintain claims for failure to warn, fraud, and negligent misrepresentation based
on a failure to include a Food and Drug Administration (FDA) warning regarding potential harm to a fetus if the
drug was taken while pregnant because she did not take the drug during her pregnancy, a federal district court
in Utah ruled in granting summary judgment to the drug manufacturer (Cerveny v. Aventis, Inc., November 29,
2017, Benson, D.).

The mother had been prescribed Clomid to help her to become pregnant, and took two rounds of the medication
but did not take it during her pregnancy. Her son was born without a pinky finger or thumb on one of his hands,
and he suffered from a congenital dislocation of one elbow. She filed suit against the manufacturer 21 years
later. Some of her claims were dismissed for failure to state a claim, and the manufacturer was granted summary
judgment on the remaining claims because they were preempted. The Tenth Circuit affirmed the grant of
summary judgment on the failure to warn claim based on the content of the warning regarding taking the drug
before becoming pregnant, but remanded the failure to warn claim to the extent it was based on a theory that
the manufacturer should have included an FDA warning regarding potential harm to a fetus if the drug were
taken during pregnancy. The court also remanded fraud and negligent misrepresentation claims regarding the
statement contained in the pregnancy contraindication on the label. The manufacturer filed a renewed motion for
summary judgment.

Failure to Warn. The court granted summary judgment on the failure to warn claim because the warning did
not apply to the mother. A manufacturer can be subject to strict liability in Utah for physical harm caused by
failure to provide sufficient warnings, but in order to prevail against a manufacturer, it must be demonstrated that
the warning applied to the plaintiff. In this case, the mother had not taken Clomid during her pregnancy, and so
a warning regarding the harms if taken during pregnancy did not apply to her. Even if the mother could have
brought the failure to warn claim, it would have failed because the label contained a contraindication against use
during pregnancy that the court found as a matter of law to be an adequate warning.

Fraud and Negligent Misrepresentation. Similarly, the court granted summary judgment to the manufacturer
on the fraud and negligent misrepresentation claims because the allegedly fraudulent statement on the
contraindication regarding potential harm to a fetus if used during pregnancy was not directed to the mother
and she did not rely on it. Under Utah law, a claim for fraud is applicable if a statement is directed at a plaintiff
or is intended to induce a plaintiff to act in a certain way. Additionally, in order to prevail on a negligent
misrepresentation claim, the plaintiff must have relied on the representation made and the manufacturer should
have foreseen that the plaintiff was likely to rely on it. In this case, the court noted that the statement was not
directed at the mother because it was not directed to women who took the drug prior to pregnancy, and she did
not rely on the alleged misrepresentation because she did not take the drug during her pregnancy. Additionally,
the court noted that she was not induced by the claim because it was for women who were already pregnant,
and no evidence existed that demonstrated that the manufacturer knew that women would depend on the
warning when deciding whether or not to take the drug before pregnancy.

The case is No. 2:14-cv-545-DB.
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Attorneys: Christopher L. Schnieders (Wagstaff & Cartmell, LLP) for Victoria Cerveny. Eric A. Swan (Shook,
Hardy & Bacon LLP) for Aventis.
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