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SECURITIES DISCLOSURE

Disclosing Product
Developments to Investors

Publicly traded life science companies are faced
with challenges when making disclosures concerning
product development. In view of the increased scrutiny
the FDA and SEC are giving these disclosures and the
ImClone scandal, companies need to know whether
courts will find their cautionary language sufficient to
protect them from charges that disclosures about prod-
uct development are false or misleading.

by Marec J. Sonnenfeld, Karen Pieslak
Pohlmann, and Dr. Phoebe Mounts

In disclosing progress on product development,
publicly traded life science companies, including
biotechnology, pharmaceutical, and medical device
firms, must constantly balance the demands of
investors who seek information, the uncertainties of
research and development, and the restraints imposed
by the Food and Drug Administration (FDA) on pre-
approval promotion of investigational products. Many
companies include cautionary language in their
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announcements of new research, clinical trial results,
or regulatory developments such as fast track designa-
tion' and orphan designation.” Companies believe that
such cautionary language not only adequately informs
the investors, but also provide the companies with pro-
tection should their announcements ever be challenged as
false or misleading. However, as several recent decisions
in shareholder suits reveal, courts have not always viewed
this type of cautionary language as sufficient.

Judicial and Statutory Protection Based on
Cautionary Language

Cautionary language and identification of forward-
looking statements have been important in protecting
companies from liability when they make public pre-
dictions or statements about future events. Courts have
taken the position that cautionary language, when it is
sufficient, will render an alleged misstatement or omis-
sion that is forward-looking immaterial as a matter of
law under the “bespeaks caution” doctrine. Congress
also wanted to encourage “companies to disclose for-
ward-looking information” so it enacted a “safe har-
bor” as part of the Private Securities Litigation Reform
Act of 1995 (PSLRA).’ Congress was concerned about
the “muzzling effect” that “abusive litigation” was hav-
ing on companies’ disclosure; “[f]ear that inaccurate
projections will trigger the filing of securities class
action lawsuit has muzzled corporate management.”

In general, under the “safe harbor,” no person shall
be liable for a “forward-looking™ statement if the state-
ment is identified as a forward-looking statement and
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accompanied by “meaningful cautionary statements,”
or if plaintiffs fail to prove the forward-looking state-
ment was made with actual knowledge of its falsity.” A
“forward-looking” statement is defined to include,
among other things, statements containing projections
of revenue, income, earnings or other financial items,
and statements of the plans and objectives of manage-
ment including plans or objectives relating to the com-
pany’s products or services.’

Cautionary Language: When Warnings Are
Not Enough

In a number of securities fraud class actions involv-
ing life sciences companies during the past few years,
courts have declined to dismiss complaints from share-
holders even though the allegedly fraudulent statements
were accompanied by cautionary language. In the securi-
ties fraud class action arising as a result of alleged mis-
representations relating to biotechnology product
development by ImClone Systems, Inc., [rvine v.
ImClone Systems, Inc.,” the court found that warnings
about risks and uncertainties in obtaining marketing
approval from the FDA were not sufficiently specific to
protect the statements from a securities fraud claim. In
ImClone, the company’s disclosures that its business was
“subject to regulation primarily by the FDA,’ that
“[nJoncompliance with applicable requirements can
result in refusal to approve product licenses or other
applications,” that there are “risks and uncertainties asso-
ciated with completing pre-clinical and clinical trials . . .”
and that “actual results may differ materially” from those
predicted did not to bring the statements within the safe
harbor provisions of the PSLRA.*

In another recent case, In re Amylin Pharmaceuti-
cals, Inc. Securities Litigation,’ the court found that the
discussion in press releases and SEC filings did not
provide meaningful information to investors about the
FDA’s concerns regarding the clinical trial designs.
While the company disclosed that “[r]esults from our
clinical trials may not be sufficient to obtain regulato-
ry clearance” and “the FDA may also require addition-
al testing for safety and efficacy,” it failed to disclose
“the FDA’s concern that the trial designs were incon-
sistent with clinical practice and that data from such
trials would not be considered pivotal data for NDA
approval.”® The court found the company’s disclosures
insufficient, cautioning that

[a] company seeking FDA approval of a new
drug clearly is not under any obligation to dis-
close every single issue raised by the FDA
throughout the process. However, if the FDA
expresses significant concerns regarding the
sufficiency of the trials, the company cannot
make affirmative representations regarding the
completeness or sufficiency of the trials without
full disclosure."

The concern about whether the company provided
sufficient cautionary language when making public
statements about the status of clinical trials was also
considered in the decision of /n re ViroPharma, Inc.,
Securities Litigation."> According to the court, the cau-
tionary language there was “verbose” and did not
address “any specific risks.” It “only states that future
clinical trials may fail, this does not caution investors
that the results of the clinical trial reported in the press
release could be interpreted to show that the drug was
ineffective.”"?

The courts continue to
scrutinize claims against life
science companies closely.

In another case relating to clinical trials regulated
by the FDA, In re Neopharmaceuticals, Inc. Securities
Litigation" the court ruled that even statements that are
technically correct can form the basis of a securities
fraud claim if they are misleading. In that case, the
defendants correctly described the results of a Phase I
trial,” but allegedly omitted to disclose that the Phase
II'¢ tests had failed to such a degree that the Phase I
results would be affected because the product would
need to be reformulated.” Further, when the company
did disclose delays in its timetable, it purportedly with-
held the full extent of its problems, which exposed it to
liability for those statements as well."

In In re Noven Pharmaceuticals, Inc. Securities
Litigation,” the plaintiffs claimed that a pharmaceutical
company subject to regulation by the FDA knew that its
distributor was not honoring the distribution agreement,
and was directly competing with its product. The court
ruled that the cautionary language was not sufficient.
Nevertheless, because the plaintiffs did not specifically
identify the information that allegedly should have alert-
ed the company that its distributor was not marketing its
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product, the court found that the complaint did not state
a claim and gave plaintiffs leave to amend.”

The courts continue to scrutinize claims against life
science companies closely. In August 2003, the Court
of Appeals for the Ninth Circuit, in Broudo v. Dura
Pharmaceuticals, Inc.,” reversed a decision by the
lower court that had granted a motion to dismiss a
securities fraud complaint against a company based on
alleged misleading and untrue statements about its
product development, FDA filings, and existing sales.
Although the decision focused on pleading require-
ments, the Court of Appeals specifically declined the
company’s request that even if it found the district
court had erred, it could affirm on other grounds,
including the existence of cautionary language and the
safe harbor. The Court of Appeals sent the case back to
the district court and ordered that the plaintiffs be
allowed to file an amended complaint.

Cautionary Language: The Courts Have
Ruled That Some Warnings Are Sufficient

In contrast, the courts have ruled in favor of the
defendant in a number of cases. For example, the court
found that cautionary language that “actual results may
vary markedly from those set forth in the statements”
was sufficient to protect predictive statements, and
granted the motion to dismiss in In re Empyrean
Bioscience, Inc. Securities Litigation.” Similarly, lan-
guage warning, among other things, that there can be
no assurances that the company will be able to develop
its products commercially, “that necessary regulatory
approvals will be obtained, that any clinical trials will
be successful,” and that actual results may differ from
those projected, served as one of the bases for a suc-
cessful motion to dismiss in Meyer v. Biopure Corp.”

Evaluating the Adequacy of Warnings Is
Not an Easy Task

It is difficult to draw distinctions between the cau-
tionary language that courts found was not sufficiently
meaningful or specific, and the language that was
upheld as adequate in other decisions. That uncertainty
may, indeed, be the most important lesson for a life sci-
ence company to remember in drafting its public state-
ments. Companies should not assume that generic

cautionary language will be sufficient, or that the same
cautionary language can be applied to every press
release, filing with the SEC, or investment document. To
the contrary, companies should make sure that caution-
ary language adequately addresses the specific issues
being discussed in the announcement, and incorporates
any new developments or uncertainties that have arisen
since the last time cautionary language was prepared.
This is particularly true when the company is making a
major announcement, such as the results of clinical tri-
als, FDA designations, or its plans for FDA filings.

FDA and SEC Focus on Enforcement

As a result of the ImClone controversy, the FDA
has been encouraged by Congress and investors to take
a more active role in policing communications to
potential investors, for example, to identify misrepre-
sentations about a company’s discussions with the
FDA, or about the status of the FDA’s review of an
investigational product. Consequently, FDA Commis-
sioner Mark McClellan, and FDA Chief Counsel
Daniel Troy commented in speeches that a formal rela-
tionship is being established between the SEC and
FDA so that the FDA can provide more formal support
for the SEC’s investigations and enforcement actions
beyond that which currently exists.

In early February 2004, the
FDA and the SEC jointly
announced efforts to
improve communication
and information-sharing.

The SEC and FDA focus on policing misleading
statements made by public companies developing
pharmaceuticals and medical devices. The ability of
manufacturers to disseminate information regarding
products that are investigational, or not yet approved
for marketing by the FDA, is very limited. For exam-
ple, a manufacturer may not describe an investigation-
al product, either directly or through discussion of test
results, as being safe or effective, which can only be
established by final FDA approval. Any statement
implying safety or effectiveness prior to final approval
is considered false or misleading, and a violation of the
Federal Food, Drug, and Cosmetic Act.
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In early February 2004, the FDA and the SEC joint-
ly announced efforts to improve communication and
information-sharing to prevent companies subject to
FDA regulation from disseminating false or mislead-
ing information about a product’s regulatory status or
FDA reviews. Under the new plan, each agency is
expected to appoint a designated liaison, along with
individual agency contacts for specific matters.” While
the new procedures are not likely to loosen FDA
restrictions regarding disclosure of proprietary infor-
mation, the increased communications between the
agencies could result in enhanced enforcement efforts.

A Practical Guide for Companies: Points to
Consider in Drafting Cautionary Language

These recent judicial decisions and formalized inter-
agency communications are significant, and suggest that
companies should take particular care with respect to
preparation of public statements about products in devel-
opment. They should consider the following:

* Identification of forward-looking statements and
cautionary language should be specific to the
issues being discussed;

* Statements involving timelines for regulatory
approval, e.g., approval for initiating clinical trials,
or for receiving marketing approval, should be
identified clearly as forward-looking statements
with meaningful cautionary language;

*  Meaningful cautionary language should be includ-
ed to indicate the inherent risks involved in
research and development, including non-clinical
and clinical test results, which are uncertain and
subject to differing interpretation;

* As companies prepare more substantive and spe-
cific public disclosures to address concerns identi-
fied in recent court decisions, it will be important

to avoid violations of the FDA’s regulations on
preapproval promotion.
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