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Products Liability Law Daily Wrap Up, WARNINGS ISSUES—DRUGS—N.J. 
App.: Accutane maker scores victory in acne patients’ product liability 
case, (Aug. 5, 2014) 

 

By Georgia D. Koutouzos, J.D. 

Drug-maker Hoffman-La Roche, Inc. went three-for-three in the consolidated appeal of three individuals—one of 
whom was the television actor James David Marshall—who claimed that their use of the prescription anti-acne 
medication Accutane had caused them to develop irritable bowel disease. In the case of Marshall and one of the 
two other plaintiffs, a New Jersey appellate panel upheld the lower court’s verdict favoring the drug maker in an 
unpublished decision, while at the same time reversing the third plaintiff’s $2.16 million judgment against the 
manufacturer. In her case, the evidence was not sufficient for the jury to have concluded that the drug maker’s 
allegedly inadequate warnings had been the cause of her taking Accutane and her subsequent development of 
IBD, the panel determined, finding that her claim also was time-barred (Gaghan v. Hoffman-La Roche, Inc., 
August 4, 2014, Per Curiam). 

Background. Three individuals who alleged that the prescription acne medication isotretinoin (brand name 
Accutane) had caused them to develop inflammatory bowel disease (IBD) sued the drug’s manufacturer, 
Hoffman-La Roche, Inc. (hereinafter “Roche”) alleging that the drug maker had failed to provide an adequate 
warning of IBD as a potential side effect of the medication. Roche denied liability, asserting that the individuals’ 
gastrointestinal conditions were not caused by their short-term use of Accutane, and that the warnings it had 
provided were both reasonably accurate and approved by the U.S. Food and Drug Administration. 

At the time of each individual’s treatment with Accutane, the warnings that Roche provided with the drug 
included a statement that it had been “temporally associated” with IBD. Roche later deleted the word 
“temporally” from the warning and had further modified the warning; however, by that time, each of the three had 
discontinued their use of the medication and had been diagnosed with IBD. The trial jury rendered a $2.16 
million verdict against Roche and in favor of one of the three, and a verdict favoring Roche as to the remaining 
two. Roche appealed the verdict against it, and the two individuals appealed the verdicts favoring the 
manufacturer. 

Contentions on appeal. One of the two individuals whose verdict had favored Roche, James David Greenblatt 
(an actor also known by the name James David Marshall), requested a new trial, arguing that the verdict had 
been tainted by the manufacturer’s improper argument that IBD can be caused by stress and that stress had 
triggered Marshall’s IBD, not his use of Accutane. The crux of Marshall’s argument was that the court should not 
have allowed the jury to see videotaped testimony by the manufacturer’s expert in which a question 
previously-ruled inadmissible was included, and that the defense counsel’s closing argument that stress had 
been an important factor in the flare-up of Marshall’s condition constituted misconduct that entitled Marshall to a 
new trial. 

Kelly Andrews, the other individual whose verdict had favored Roche, argued that the trial court erred in denying 
her motion for a new trial because the jury’s finding on proximate cause had been against the weight of the 
evidence adduced at trial. 

Finally, as to the $2.16 million verdict favoring the third individual, Gillian Gaghan, Roche made several 
arguments, including that Gaghan did not have sufficient evidence to show the alleged inadequate warnings had 
caused her to take Accutane and develop IBD because her dermatologist would have prescribed that drug even 
if stronger warnings had been provided. Roche also contended that Gaghan’s complaint was barred by the 
statute of limitations. 

Motions for new trial. The trial court did not abuse its discretion in refusing to grant Marshall’s or Andrews’ 
motions for a new trial. In Marshall’s case, the inadvertent admission of a brief videotaped clip, followed by a 
curative instruction to the jury to disregard a specific part of the testimony therein, was not clearly capable of 
producing an unjust result. Throughout the trial, Roche’s position—which was supported by the evidence—was 
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that Marshall had developed ulcerative colitis seven years before his brief exposure to Accutane during his two 
courses of exposure to that medication, and that the subsequent flare-up of his IBS symptoms had been due to 
stress and not his use of the medication. There was ample evidence from which the jury could rationally 
conclude that Marshall’s IBD symptoms had predated his first use of Accutane; therefore, the use of the drug 
was not a substantial factor in his developing IBD or in causing the manifestation of his IBD symptoms. 

In Andrews’ case, there was substantial evidence from which the jury could have found that she would have 
taken Accutane even had her dermatologist received and passed on a stronger warning. Both Andrews and her 
mother were very concerned about the detrimental physical and emotional effect that acne was having upon 
Andrews, and neither of them had read the warning material provided to them. This suggested that a more 
strongly-worded warning would not have been heeded. Ergo, there was no abuse of discretion in the trial court’s 
denial of Andrews’ motion for a new trial. 

Adequacy of warnings. In the case of Roche’s appeal of the verdict favoring Gaghan, the evidence was not 
sufficient for the jury to have concluded that the drug maker’s allegedly inadequate warnings had been the cause 
of her taking Accutane and her subsequent development of IBD. Gaghan relied upon general products liability 
law and medical malpractice cases to support her contention that an inadequate warning was a proximate cause 
of the injury if the patient would have declined to use the medication upon learning of the potential side effect 
that should have been disclosed to her by her physician. 

However, the instant case did not allege the malpractice of Gaghan’s treating dermatologist in having failed to 
give adequate advice about Accutane’s serious side effects and in having failed to obtain her informed consent. 
Instead, her product liability claim against the prescription drug manufacturer required that she establish that the 
drug maker’s warning to the prescribing doctor was inadequate. Moreover, because a drug manufacturer’s 
warning is directed to the doctor, the adequacy of that warning had to be measured from the doctor’s point of 
view. Absent a contrary decision by an appellate court in California—the state whose law applied to the case at 
bar—it had to be concluded that California law focuses upon the decision of the prescribing doctor as the 
learned intermediary. 

In that regard, Gaghan failed to prove that her dermatologist would have altered his decision to recommend and 
prescribe Accutane for her severe scarring acne, which could not be adequately treated with other medications. 
Although Gaghan argued, and the trial court concluded, that the jury could determine that her doctor would have 
conveyed stronger warnings to her, the doctor’s testimony ultimately was equivocal on that subject. 

Despite the efforts of Gaghan’s counsel to equate IBD with a serious, permanent condition about which her 
dermatologist was obligated to warn and would have warned, the doctor’s final answers to that line of 
questioning repeated his earlier testimony that IBD occurred so rarely that he did not believe it necessary to 
warn his patients about its potential occurrence. Thus, even if California law did focus upon the decision of the 
patient rather than the decision of the doctor, there was insufficient evidence in the record from which the jury 
rationally could conclude that stronger warnings would have altered Gaghan’s doctor’s treatment of her in the 
sense of conveying stronger warnings. 

Statute of limitations. Finally, Gaghan had reason to know that her IBD may have been caused by Accutane 
substantially earlier than two years before she had filed the complaint. For one thing, she was a 22-year-old 
adult when she started taking the medication and had been diagnosed with IBD only six weeks after having 
stopped treatment—presumably while the warnings that she had read (i.e., to be alert for stomach pain, 
diarrhea, and rectal bleeding) were fresh in her mind. In addition, Gaghan actually had read the Physician’s 
Desk Reference and the physician package insert long before the two-year period in which the limitation period 
began to run. Therefore, as it could be concluded that she knew or reasonably should have known before 
October 2002 that her IBD symptoms might have been caused by her use of Accutane, her filing of a complaint 
in October 2004 was barred by the statute of limitations. Accordingly, the trial court’s judgment in her favor was 
reversed. 

The consolidated case numbers are A-2717-11T2, A-3211-11T2, and A-3217-11T2. 

Attorneys: Paul Schmidt (Covington & Burling LLP) for Hoffman-La Roche Inc., Roche Laboratories Inc., F. 
Hoffman-La Roche Ltd., and Roche Holding Ltd. David R. Buchanan (Seeger Weiss LLP) for Gillian Gaghan, 
James David Greenblatt, and Kelly Andrews. 
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