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In an action against a drug manufacturer alleging negligent failure to warn brought by a male patient who
developed gynecomastia after using the prescription antipsychotic drug Risperdal®, a Pennsylvania appellate
panel held that a state trial court’s ruling denying the drug manufacturer’s motion for judgment notwithstanding
the verdict was not erroneous. Also, the lower court did not abuse its discretion indenying the manufacturer’s
motionfor JNOV because the prescribing physician had acknowledged awareness of the risk of gynecomastia
and did not recall having read the updated label containing information on the potential risks. Further, it was
not error for the trial court to instruct the jury on combined negligence, which gave the impression that the
manufacturers could be held solely responsible even if the jury concluded that the prescriber contributed to
the patient’s injury. However, a true conflict of laws issue relating to punitive damages existed and required
resolution to determine which jurisdiction’s substantive law was applicable. Consequently, the court affirmed in
part and reversed in part, and remanded the case for further proceedings (In re:Risperdal Litigation (Stange v.
Janssen Pharmaceuticals, Inc.), January 8, 2018, Elliott, F.).

In 2006, the patient was prescribed Risperdal, an atypical psychotic drug, at age twelve, to treat his Tourette
Syndrome. After the patient experienced stabbing pain in his left nipple, his pediatrician diagnosed him with
gynecomastia and referred him to a plastic surgeon who performed a bilateral mastectomy on him. Although the
surgery was successful, the patient had permanent scars and experienced chest pain.

Also in 2006, the Food and Drug Administration (FDA) approved Risperdal in pediatric and adolescent
populations for symptoms associated with autism. Prior to 2002, the label did not contain a warning about
the risk of gynecomastia. In 2002, the label noted that Risperdal elevated prolactin levels, but that the clinical
significance for conditions such as gynecomastia was unknown for most patients. Additionally, in the "adverse
reactions" section of the label, it was noted that gynecomastia was rare. In 2006, the Risperdal label was
updated to indicate that the drug was approved for children and adults. Although Janssen Pharmaceuticals,
Inc. (Janssen), the manufacturer of Risperdal, knew that the drug elevated prolactin in children and adults
and caused gynecomastia, it did not report study findings relating to development to the FDA in its application
process, Moreover, the brochures distributed by the manufacturer’s sales representatives did not contain the
updated safety information.

Patient’s lawsuit. In 2013, the patient commenced an action as part of a mass tort program alleging that his use
of Risperdal caused his gynecomastia and asserted a multitude of claims against Janssen, Johnson & Johnson,
and Janssen Research & Development, LLC., including counts for negligence and strict liability for failure to
warn. The court granted summary judgment on some of the patient’s claims in favor of the manufacturers.
Following a trial on negligent failure to warn and strict product liability for failure to warn claims, the jury returned
a verdict finding that the manufacturers negligently failed to warn adequately of the risk of gynecomastia
associated with Risperdal use, and that the manufacturers’ negligence was a cause in bringing about the
patient’s condition. The jury awarded compensatory damages of $500,000. All parties filed post-trial motions,
which the court denied. Both parties appealed the trial court’s decision.

Admission of evidence from manufacturers’ causation experts. The appellate court concluded that the trial
court did not abuse its discretion in admitting into evidence the expert testimony of a plastic and reconstructive
surgeon on causation of gynecomastia. The panel noted that the expert had extensive experience operating on
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the breast, was familiar with gynecomastia, and had diagnosed and operated on young men with that condition.
In addition, he used differential diagnosis, a generally accepted scientific process, to conclude that Risperdal had
caused the patient’s gynecomastia. The court noted that prolactin testing was not necessary to render an opinion
with a reasonable degree of certainty that Risperdal caused the patient’s gynecomastia.

Denial of motion for JNOV. The panel also concluded that the trial court did not abuse its discretion indenying
the manufacturer’s motionfor JNOV because the prescribing physician acknowledged awareness of the risk of
gynecomastia and did not recall reading the updated label containing information on the potential risks. The court
noted that the prescribing physician had testified that if he had all the information in February 2006, he would
have prescribed a different medication for the patient. The court pointed out that the evidence fully supported
a conclusion that, due to the inadequate labeling and failure to warn, the prescribing physician did not know
about the specific high risks involved in using Risperdal and that, had he been aware of the risks, he would have
prescribed other medication. The evidence was sufficient to create a jury question on proximate cause.

Jury instruction on combined negligence. The trial court also did not err in instructing the jury on combined
negligence, which gave the impression that the manufacturers could be held solely responsible even if the jury
concluded that the prescriber contributed to the patient’s injury. Janssen conceded that the instruction given
to the jury was an accurate statement of the applicable Wisconsin law. The trial court instructed the jury on
proximate cause and the learned intermediary doctrine. The superior court said that Janssen was free to argue
that the prescribing physician violated a duty of care by prescribing Risperdal. Any confusion on the part of
the jury was not due to any error on the trial court’s part in its instruction on combined negligence, the panel
explained.

Punitive damages. The panel further concluded that the patient had not waived his choice-of-law argument
relating to punitive damages. Because the trial court did not fully address the issue, the case was remanded
for further development. The patient had included a discussion of the law of the case doctrine in response to
the manufacturers’ motion for summary judgment, thereby preserving the punitive damages claim. The patient
argued that a global order concerning punitive damages was inappropriate and that Pennsylvania law required
a choice-of-law analysis of what state had the greatest relationship and interests in each individual plaintiff’s
case, which was necessarily fact-dependent. The appellate court agreed. There was a conflict of law and it was
necessary to determine whether New Jersey, where Janssen has its principal places of business, or Wisconsin,
where the patient resides, had the most significant relationship to the parties and the incident to determine which
state’s substantive law applied.

A true conflict existed because the New Jersey Products Liability Act (NJPLA) does not allow the imposition of
punitive damages in pharmaceutical products liability cases in which the drug was approved by the FDA, and
Wisconsin caps punitive damages at twice the amount of any compensatory damages or $200,000, whichever is
greater, but does not otherwise limit punitive damages in pharmaceutical cases. The court noted that Wisconsin
has an important interest in protecting its citizens, such as the patient against tortious conduct, while New
Jersey’s PLA reflects its policy of shielding its pharmaceutical industry from the imposition of punitive damages.

Damages claims. Finally, the lower court did not err in refusing to instruct the jury on future damages, including
emotional distress, due to the bullying and ridicule the patient faced because of his breasts. The patient failed to
show that damages for emotional distress were "reasonably certain."
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