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OuTSIDE COUNSEL

BY ANDREW J. ENTWISTLE AND RICHARD W. GONNELLO

Potential Securities Fraud: ‘Storm Warnings’ Clarified

n a securities fraud action, the statute

of limitations begins to run when the

shareholder has either actual or inquiry

notice—the latter triggered by “storm warn-
ings"—that the defendant made a fraudulent
misrepresentation.!

Earlier this month, a split panel of the U.S.
Court of Appeals for the Third Circuit reversed
a lower court’s decision to dismiss a securities
class action filed against Merck & Co. (Merck)
on the grounds that it was time-barred.? In hold-
ing that the shareholders’ claims were timely
filed, the court clarified a significant ambiguity
in its inquiry-notice jurisprudence, i.e., whether
a shareholder’s duty to investigate potential fraud
is triggered by evidence of possible or prob-
able wrongdoing. While the Court held that
evidence of possible wrongdoing suffices, the
opinion makes clear that something more than
a theoretical possibility is required.

Factual Background

In May 1999, the Food and Drug Administra-
tion (FDA) approved Merck’s Vioxx, a nonste-
roidal anti-inflammatory drug (NSAID) used in
the treatment of arthritis and other acute pain.
Most NSAIDs, such as aspirin, ibuprofen, and
naproxen, function by inhibiting two enzymes:
(i) cyclooxygenase-1 (COX-1), which is associ-
ated with the maintenance of gastrointestinal
(GI) mucus and platelet aggregation, and (ii)
cyclooxygenase-2 (COX 2), which is associated
with the response to pain and inflammation.
The inhibition of COX-1 leads to harmful GI
side effects. Because Vioxx was designed to sup-
press COX-2 without affecting COX-1, Merck
marketed Vioxx as possessing the benefits of
traditional NSAIDs without the harmful GI
side effects.

Prior to FDA approval, Merck commenced
the Vioxx Gastrointestinal Outcomes Research
(VIGOR) study, which compared Vioxx to

naproxen, the active ingredient in brand-name
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pain relievers such as Aleve and Naprosyn.
Although the study showed that Vioxx had a
GI safety profile superior to that of naproxen,
it also showed that Vioxx users had a higher
incidence of cardiovascular (CV) events than
naproxen users. Merck disclosed the results of
the VIGOR study in a press release on March
27, 2000, which emphasized Vioxx’s superior
GI safety profile but also noted the increased
incidence of CV events. Significantly, the press
release attributed the CV results to the benefi-
cial effects of naproxen’s blocking of platelet
aggregation rather than to any harmful effects
of Vioxx (Naproxen Hypothesis).

The VIGOR study results were widely report-
ed in the press, medical journals, and securities
analyst reports. Many analysts noted that the key
issue with the Naproxen Hypothesis was whether
naproxen lowered heart attack risk or whether
Vioxx increased it. While many analysts noted
that the Naproxen Hypothesis was unproven,
some concluded that it was the most likely expla-
nation for the increased CV events observed in
the VIGOR study. Ultimately, the Naproxen
Hypothesis proved incorrect, and Merck vol-
untarily withdrew Vioxx from the market in
September 2004 over safety concerns.

Procedural History

On Now. 6, 2003, shareholders filed the first
of several securities fraud class action complaints
a few weeks after the media reported: (i) results
from a Harvard study that found an increased
risk of heart attacks among Vioxx users; and
(ii) significantly declining Vioxx sales. The

complaint alleged that Merck and certain of
its directors and officers intentionally misrepre-
sented the safety profile and commercial viability
of Vioxx. Upon defendants’ motion, the district
court dismissed all shareholder claims as being
time-barred, holding that shareholders were on
inquiry notice of the alleged fraud more than
two years before they filed suit (i.e., prior to

Nov. 6, 2001).°

Relevant Standard

The court of appeals agreed that all of the
claims would be untimely if shareholders should
have known of the basis of their claims prior
to Nov. 6, 2001. Before conducting a factual
analysis, though, the court first needed to resolve
whether inquiry notice is triggered by evidence of
possible or probable wrongdoing. Acknowledging
that the court’s precedent contained language
supporting both formulations,* the court held
that “probability, in the sense of a nearly certain
likelihood, of wrongdoing is not necessary to
trigger storm warnings in this circuit.” Thus, the
issue of whether shareholders, “in the exercise of
reasonable diligence, should have known of the
basis for their claims depends on whether they
had sufficient information of possible wrongdo-
ing to place them on inquiry notice or to excite
storm warnings of culpable activity.”

That being said, “possible wrongdoing” is not
to be interpreted in the literal sense. The court
reviewed the information set forth by the par-
ties “with an eye toward the practical effect of
drawing the inquiry notice line at a particular
date. In this vein, [the court] emphasized that
undergirding the inquiry notice analysis is the
assumption that a plaintiff either was or should
have been able, in the exercise of reasonable
diligence, to file an adequately pled securities
fraud complaint as of an earlier date.”

Storm Warnings Analysis

The court recognized—and practitioners should
take note—that the characterization of the basis
of the claims affects the inquiry notice analysis.
For example, the circuit court reversed the district
court’s finding that five classes of information,
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each of which was disclosed on or before Oct. 9,
2001, constituted storm warnings:
(i) articles and reports commenting on the
hypothetical explanations for the results of
the VIGOR study;
(ii) a Journal of the American Medical Asso-
ciation article asserting that available data
raised a “cautionary flag” about the risk of
CV events in COX-2 inhibitors;
(iii) an FDA warning letter charging Merck
with engaging in a “promotional campaign
for Vioxx that minimizes the potentially
serious CV findings that were observed in
the VIGOR study” and thus misrepresented
the safety profile for VIOXX;
(iv) various consumer fraud, product liabil-
ity, and personal injury lawsuits that had
been filed against Merck; and
(v) a New York Times article quoting the
president of Merck’s Research Laboratories
as stating that there were “two possible inter-
pretations” for the VIGOR results.

Two Principles

The court of appeals held that the above
categories of information did not constitute
storm warnings based on two overarching
principles.®

¢ First, shareholders brought a securities fraud
action against Merck—not a consumer fraud
action—and therefore the court’s inquiry notice
analysis was a function of whether sharehold-
ers were on inquiry notice of possible securities
fraud.” Thus, the fact that the FDA sent a letter
to Merck about its possible misrepresentations
in connection with its promotion of Vioxx to
health care professionals would not have pro-
vided a storm warning unless it put shareholders
on inquiry notice of actionable misrepresenta-
tions under the securities laws. Shareholders
alleged that Merck defrauded investors by pro-
posing and reasserting the Naproxen Hypothesis
at the same time that the company knew the
hypothesis to be false. The FDA letter did not
charge that the Naproxen Hypothesis was wrong
or that Merck did not believe in the validity of
its theory; rather, the agency simply directed
Merck to be clearer about the widely known
alternative hypothesis in its dealings with health
care professionals and, presumably, consumers.
As a result, shareholders would not have been
able to state a securities action based on the
FDA letter.’

e Second, the court accepted shareholders’
argument that, to the extent disclosures identi-
fied by Merck might be seen as triggering storm
warnings, such storm warnings were dissipated by
Merck’s reassuring statements,” as evidenced by
the failure of the disclosures to have any signifi-
cant impact on Merck’s stock price or the projec-
tions of securities analysts covering Merck. Under
the efficient market hypothesis as explained in
the Supreme Court’s decision in Basic Inc. v.
Levinson, 485 U.S. 224 (1988), information that

is material to reasonable investors is immediately
incorporated into the stock price. Consequently,
the effect of a purported storm warning on a
stock price, while not dispositive, is relevant to
the inquiry notice analysis.'®

As summed up by the court, as of Oct. 9, 2001,
“market analysts, scientists, the press, and even
the FDA agreed that the Naproxen Hypothesis
was plausible, at the very least. None suggested
that Merck believed otherwise.” Accordingly, in
April 2002, the FDA approved a labeling change
for Vioxx which stated that “the significance of
the cardiovascular findings from the VIGOR
study is unknown.”

Merck continued to reassure the investing
public at this time, explaining that the Naproxen
Hypothesis was “a position Merck has always
had and now it’s quite clearly laid out in the
labeling.” “On the record before us, there is no
reason to suspect that Merck did not believe
the Naproxen Hypothesis until the Harvard
study in 2003 revealed an increased risk of heart
attack in patients taking Vioxx compared with
patients taking Celebrex and [a] placebo. This
study for the first time belied Merck’s repeated
assurances that naproxen was responsible for

The issue: Whether shareholders
using reasonable diligence,
should have known...whether
they bad sufficient information
of...wrongdoing to place them on
inquiry notice or to excite ‘storm
warnings’ of culpable activity.”

the disparity in CV events in VIGOR and that
Vioxx did not have a higher incidence of CVs
compared to placebo or comparator NSAIDs,
such as Celebrex.”

Conclusion

Although the Third Circuit made clear that
evidence of a possibility of fraud is enough to
charge shareholders with a duty to investigate,
lower courts may face challenges applying the
standard.!! Moreover, practitioners may struggle
with the interplay between statutes of limita-
tions arguments, on one hand, and loss causa-
tion and scienter arguments, on the other.!? For
example, Merck’s argument that shareholders
failed to satisfy the PSLRA’s heightened pleading
requirement for scienter potentially undermined
its position that shareholders could have brought
a securities fraud action years earlier (after all,
how could shareholders have been on inquiry
notice years ago if they do not have evidence
of defendants’ scienter even now?).

Similarly, parties may find themselves taking

inconsistent positions on loss causation issues.
While it remains to be seen whether Merck will
attempt to seek a rehearing en banc, for now the
decision serves as the Third Circuit’s most recent
guidance as to when shareholders have a duty to
conduct an investigation of potential fraud.
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Cir. 2008) (defendants’ failure to make good on promise of
$15,000 per month in interest income was insufficient to
provide evidence that defendants had intentionally misled
investor); Sudo Properties Inc. v. Terrebonne Parish Con-
solidated Gov't, 503 E3d 371 (5th Cir. 2007) (overrun on
expense projections was not enough to place investor on
inquiry notice that defendant had deliberately misstated
the projections as he reasonably inferred that he had simply
“made a bad business decision”).
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