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GUNVALSON UPDATE: THIRD CIRCUIT
VACATES INJUNCTION

In September 2008, we reported on the decision
of the United States District Court for the Dis-
trict of New Jersey in the case of Gunvalson v.
PTC Therapeutics, Inc., in which Judge Wil-
liam Martini ruled in favor of a terminally-ill
plaintiff who sought entry into an experimental
drug treatment program over the drug devel-
oper’s objections. On December 16, 2008, the
United States Court of Appeals for the Third
Circuit reversed the District Court’s decision to
issue an injunction allowing thel6-year-old
plaintiff (Jacob Gunvalson) entry into a clinical
trial. The District Court’s decision was widely
criticized throughout the pharmaceutical indus-
try because, in effect, the Court was authorizing
litigation as a means of gaining entry into clini-
cal trials. In particular, the District Court’s
decision obligated defendant, PTC Therapeu-
tics (“PTC™), to grant the plaintiff access to an
experimental drug called PTC124, which has
shown promise as a treatment for Duchenne
Muscular Dystrophy (“DMD™), despite plain-
tiff’s previous decision to forego the earlier
phase of the trial. Critics viewed the decision
as a potential compromise of the tightly moni-
tored parameters of clinical trials. With the
Third Circuit’s decision to vacate the injunc-
tion, however, those concerns are somewhat
assuaged.

Despite arguments from PTC that it never
promised plaintiff access to PTC124, the Dis-
trict Court previously concluded that there “is a
reasonable likelihood that PTC made an en-
forceable promise to plaintiffs to provide PTC
124 to Jacob.” The court found that the
“totality of the circumstances” sent signals to
plaintiffs that Jacob would receive PTC124 at a
later date, causing him to forego participation
in the initial phase clinical trial. According to
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the court, “it is reasonably likely that plaintiffs’
reliance on this promise is the reason that Jacob
is not currently enrolled in the expanded clini-
cal trial.”

The Third Circuit disagreed with the District
Court’s determination for several reasons.
First, the Third Circuit reasoned that the Gun-
valsons did not prove the existence of the "clear
and definite promise” needed to support a
promissory estoppel claim. Whereas the Dis-
trict Court reasoned that “PTC made an en-
forceable promise to plaintiffs to provide PTC
124 to Jacob,” the Third Circuit concluded
these alleged promises “lack[ed] the requisite
specificity and clarity required to succeed un-
der the theory of promissory estoppel.”

In addition, the Third Circuit concluded that the
Gunvalsons did not "reasonably rely” on any
promise that PTC may have made. According
to plaintiffs, PTC assured them that, if Jacob
did not participate in the initial phase of the
clinical trial, he would still be eligible to re-
ceive PTC124 at a later date. When he then
sought to participate in the expanded clinical
trials for PTC124, Jacob was rejected due to his
failure to participate in the initial phase of the
clinical trial. The Third Circuit found that the
District Court erred in its analysis “by failing to
recognize the Gunvalsons did not enroll Jacob
in the Phase 2a trial because Dr. Finkel, the
principal investigator for the Philadelphia area
clinical trial, ruled Jacob ineligible based on the
medical records Mrs. Gunvalson provided him,
and not because the Gunvalsons had been
promised PTC 124 via some other means.”
Because of this ruling of ineligibility, the Gun-
valsons could not reasonably rely on any subse-
quent promise from PTC, if any. Although the
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Third Circuit shared Judge Martini’s understandable sympathy
for the plaintiff, it found no enforceable promise and vacated the
injunction set in place by the District Court.

IMPACT ON NEW JERSEY DEFENDANTS

Clinical trials are tightly monitored to ensure safety and research
validity. Any deviation during the trial could compromise the
study and thwart the efforts of the pharmaceutical company con-
ducting the trial. While it is axiomatic that the allocation of re-
sources to discover an effective treatment to combat deadly ill-
nesses is preferred over the utilization of resources to defend
against litigation, it is difficult to fault plaintiffs’ efforts to gain
entry into the trial. The Third Circuit’s decision to vacate the
injunction highlights the Court’s interest in protecting these trials,
and sends a message that litigation may not be the appropriate
avenue for gaining entry into a trial.

There is a growing concern that litigation like the Gunvalson case
will discourage patients from enrolling in clinical trials and there-
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The Coughlin Duffy Pharmaceutical and Medical Device Group

Coughlin Duffy LLP is one of the fastest growing law firms in the northeastern United States. The Firm’s litigation attorneys offer a
depth of experience across a broad range of industries and disciplines, including pharmaceuticals and medical devices, products li-
ability, environmental and toxic tort, insurance and reinsurance, labor and employment, white collar crime and internal investiga-
tions, and commercial disputes. The members of the Firm’s Pharmaceutical and Medical Device Group concentrate in the defense
and management of both single-plaintiff suits and multi-plaintiff mass actions involving pharmaceuticals and medical devices in
New Jersey and across the country. The Group also specializes in providing regulatory counseling and conducting internal investi-
gations for clients in the pharmaceutical and medical device industries. For more detailed information about the Group’s capabili-
ties and experience, or if you have questions regarding the information in this Update, please contact the author(s), the Coughlin
Duffy attorney with whom you regularly work, or any of the members of our Pharmaceutical and Medical Device Group.
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