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Products Liability Law Daily Wrap Up, EXPERT EVIDENCE—DRUGS—E.D. 
Pa.: Perinatal pharmacoepidemiologist’s opinion excluded as unreliable 
from Zoloft multi-district litigation, (Jun. 30, 2014) 

By John W. Scanlan, J.D. 

The opinion of a perinatal pharmacoepidemiologist that Zoloft and the class of drugs to which it belonged 
increased the risk of various birth defects in the unborn children of mothers who use them while pregnant was 
excluded as unreliable from multi-district litigation involving Zoloft. The U.S. District Court for the Eastern District 
of Pennsylvania determined that her novel methodology was based on principles and methods that were not 
recognized by the scientific community (In re: Zoloft (Sertraline Hydrochloride) Products Liability Litigation, June 
27, 2014, Rufe, C.). 

Background. Zoloft is a prescription antidepressant, part of the class of selective serotonin reuptake inhibitors 
(SSRIs). The FDA classifies it as a Pregnancy Class C drug, meaning that animal testing have shown adverse 
effects on fetuses, but there were no adequate and well-controlled studies in humans. The plaintiffs’ steering 
committee (PSC) in multi-district litigation involving Zoloft (MDL 2342) proffered the testimony of Anick Bérard, a 
perinatal pharmacoepidemiologist who has conducted epidemiological studies and published peer-reviewed 
papers on use of antidepressants by pregnant women, as one of their experts on the issue of general causation. 
Bérard opined that SSRIs as a class, and Zoloft specifically, may cause various birth defects in the children of 
mothers who are exposed to it. Defendants Pfizer Inc. and Greenstone LLC moved to exclude her testimony, 
arguing that her opinions were based upon unreliable methods and principles. 

Expert opinion/reliable methodology. The court excluded Dr. Bérard’s opinion as invalid scientifically, as it 
was based upon principles and methods that were not recognized by the relevant scientific community and could 
not be independently verified. Her method was to look for trends in estimates reported in selected studies and 
draw conclusions from those trends rather than from statistically significant results. There is a well-established 
methodology used by scientists in her field, and the court noted that she had previously used that methodology 
in her published work but had not sufficiently justified her departure from that methodology. Dr. Bérard offered 
the opinion that one cannot assume teratogenicity (the ability to cause birth defects) from a single study showing 
a weak association, one can assume it based on multiple weak associations across many studies. The court 
noted that most researchers in the field have concluded instead that the association is weak, and have found 
that association between Zoloft and birth defects was not greater than in the general population. 

Examination of the studies cited by Dr. Bérard in her report showed little evidence supporting her opinion that 
SSRIs had similar teratogenic effects. She asserted that the absence of evidence was explained by study 
samples that were too small to measure the association between individual SSRIs and birth defects, but the 
court found that there was little evidence supporting that assertion as well, citing large population-based studies. 
The court also observed that the FDA does not treat SSRIs as a class for purposes of warnings about use by 
pregnant women, in that paroxetine is in Class D whereas others are in Class C. Bérard previously published her 
opinion that paroxetine had uniquely teratogenic properties among SSRIs as recently as 2012, but did not 
explain how she reconciles her present opinion with her previous conclusions. Therefore, her reliance on 
class-wide data to draw inferences about the teratogenic impact of Zoloft was not a scientifically reliable 
methodology. 

Regarding Zoloft specifically, the court found that her report selectively discussed studies that were most 
supportive of her conclusions and that she had admitted this in her testimony. Her failure to account adequately 
for contrary evidence, particularly from her own peer-reviewed studies, made her methodology unreliable and 
not scientifically sound. In addition, the court determined that the studies upon which she relied did not 
adequately support her opinions, particularly in light of her failure to adequately explain her change of opinion 
from 2012; none of the studies were published after 2012, and only one was published that year. Finally, Bérard 
misapplied the well-established Bradford-Hill criteria for determining possible causation between exposure to a 
drug and an adverse outcome. 

The case number is 12-md-2342 (MDL No. 2342). 
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Attorneys: Andrew A. Chirls, pro se. Hunter K. Ahern (Shook Hardy & Bacon LLP) for Greenstone, LLC and 
Pfizer, Inc. Thomas J. Andrews (Johnson & Bell, Ltd.) for Walgreens Co. 

Companies: Greenstone, LLC; Pfizer, Inc.; Walgreens Co. 
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