
In a significant decision for pharmaceutical
and medical device manufacturers facing fail-
ure-to-warn product liability suits in New Jer-
sey, Judge Jamie D. Happas of the Superior
Court of New Jersey granted summary judg-
ment to the defendants in the first two Hor-
mone Replacement Therapy (“HRT”) cases
scheduled for trial from among the cases des-
ignated as part of New Jersey’s HRT mass
tort. Finding that plaintiffs’ non-Products
Liability Act (“PLA”) claims were subsumed
by the New Jersey PLA, and thus that all of
plaintiffs’ claims should be adjudicated under
the PLA, Judge Happas held in Dora Bailey v.
Wyeth, Inc., et al., MID-L-999-06 (July 11,
2008), that plaintiffs had failed to provide the
specific type of evidence necessary to over-
come the PLA’s rebuttable presumption that
FDA-approved labeling is adequate as a mat-
ter of law.

First, relying on recent decisions by the New
Jersey Supreme Court in Sinclair v. Merck,
195 N.J. 51 (2008), and by the Appellate Divi-
sion of the New Jersey Superior Court in
McDarby v. Merck & Co., Inc., 401 N.J. Su-
per. 10 (App. Div. 2008), Judge Happas ruled
that all of plaintiffs’ claims – both those prof-
fered under the PLA and those proffered under
alternative theories, such as the New Jersey
Consumer Fraud Act (“CFA”) and fraudulent
and negligent concealment – were subsumed
by the PLA, and thus should be adjudicated
under the PLA’s statutory framework. In
other words, plaintiffs’ cases turned on
whether they could successfully maintain their
failure-to-warn claims under the PLA.

Turning to the substantive provisions of the
PLA, Judge Happas recognized that the PLA

affords a presumption of adequacy to a phar-
maceutical label that has been approved by the
FDA. Specifically, the PLA provides, “[i]f
the warning or instruction given in connection
with a drug ... has been approved or prescribed
by the federal Food and Drug Administration
under the ‘Federal Food, Drug, and Cosmetic
Act,’ a rebuttable presumption shall arise that
the warning or instruction is adequate.” Again
drawing on several recent decisions from the
Supreme Court and the Appellate Division,
Judge Happas held that plaintiffs could over-
come this presumption only by presenting
substantial or compelling evidence of (i) de-
liberate concealment or nondisclosure of after-
acquired knowledge of harmful effects, and/or
(ii) manipulation of the post-market regulatory
process. See Perez v. Wyeth Lab., Inc., 161
N.J. 1 (1999); Rowe v. Hoffman-La Roche,
Inc., 189 N.J. 615 (2007), and McDarby 401
N.J. Super. at 63. After carefully examining
plaintiffs’ proffered evidence, Judge Happas
concluded that it did not rise to a level suffi-
cient to rebut the PLA’s presumption of ade-
quacy. In so doing, Judge Happas also re-
jected plaintiffs’ assertion that the defendants
should have conducted additional testing prior
to submitting the drugs to the FDA for ap-
proval, recognizing that to accept plaintiffs’
argument would eviscerate the PLA’s pre-
sumption of adequacy because a plaintiff
could always claim that the FDA would have
required and approved a different label had it
been provided with additional testing.

Judge Happas’ decision is a significant one,
not only for the defendants facing HRT
claims, but for all drug and device manufac-
turers facing failure-to-warn suits in New Jer-
sey. As her ruling makes clear, if the FDA
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has approved a drug’s label and the warnings contained therein,
a plaintiff in New Jersey must come forth with compelling or
substantial evidence showing either (i) deliberate concealment
or nondisclosure of after-acquired knowledge of harmful effects,
or (ii) manipulation of the post-market regulatory process. If a
plaintiff fails to make this showing, that plaintiff’s failure-to-
warn claim will fail in New Jersey.

Given the import of this ruling – especially the direct effect it
may have on all of the other pending HRT cases in New Jersey
– we anticipate the likelihood of an appeal to the New Jersey
Appellate Division. If such an appeal is taken, we expect this
decision will continue to draw attention, not only from the par-
ties involved, but also from various amici as well.
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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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offered as legal advice. No reader should act on the basis of these materials without seeking appropriate professional advice as to
the particular facts and applicable law involved. Any opinions presented herein are the opinions of the individual author(s), and do
not necessarily reflect the opinion of Coughlin Duffy LLP or any of its attorneys or clients.

Current Mass Torts in New Jersey

Accutane J. Higbee, Atlantic County
Asbestos J. McCormick, Middlesex County
Bextra/Celebrex J. Higbee, Atlantic County
Ciba-Geigy J. McCormick, Middlesex County
Depo-Provera J. Harris, Bergen County
Gadolinium J. Happas, Middlesex County
HRT J. Happas, Middlesex County
Mahwah Toxic Dump Site J. Harris, Bergen County
Ortho Evra J. Happas, Middlesex County
Risperdal/Seroquel/Zyprexa J. Happas, Middlesex County
Vioxx J. Higbee, Atlantic County
Zometa/Aredia J. Higbee, Atlantic County


