MARCH 2014 Saul Ewing

Contacts: )
Christopher R. Hall White Collar
cha and Government

Nicholas J. Nastasi

Vice Chair Enforcement

s \\'hite Collar Practice

Brittany E. McCabe
Contributor

Justin B. Ettelson
Contributor

Marisa R. De Feo
Contributor

An eye on whistleblowers, false claims and compliance
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to whistleblower claims undermine industry efforts to encourage internal reporting
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* The U.S. Securities and Exchange Commission asserts its position with an amicus brief
supporting whistleblowers using internal compliance programs

e Siemens’ support for a narrow construction of Dodd-Frank whistleblower protections could

The U.S. Securities and Exchange Commission ("SEC™") is seeking to expand the definition of a corporate
whistleblower to protect employees who report company wrongdoing through internal compliance pro-
grams.

Government seeks to
limit First Amendment
application to

False Claims Act
under Caronia The move comes in the form of an amicus brief filed by the SEC in the Siemens China Ltd. case. Brief for

pages 4 - 5 the Securities and Exchange Commission as Amicus Curiae Supporting Appellant, Meng-Lin Liu v.
Siemens, A.G., 2014 WL 663875 (2d Cir. Feb. 20, 2014) (No. 13-4385). In this case, the company termi-
nated a former compliance officer after he reported alleged compliance issues internally, and the employee
only then reported the possible Foreign Corrupt Practices Act (“FCPA") violations to the SEC.

The employee subsequently brought an action in the U.S. District Court for the Southern District of New
York against Siemens under the Anti-Retaliation Provision of the Dodd-Frank Wall Street Reform and
Consumer Protection Act claiming the illegal retaliation.

Siemens moved to dismiss on the ground that the employee did not qualify as a “whistleblower.” The
company argued that the Dodd-Frank Anti-Retaliation Provision protects only employees who report to
the SEC while employed. In this case, the plaintiff did not report to the SEC until after the company termi-
nated him.
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The district court granted Siemens’ motion to dismiss on the
ground that the Anti-Retaliation Provision of the Dodd-Frank
Act did not protect individuals outside of the United States.
The district court did not rule on whether Dodd-Frank protects
employees who report wrongdoing internally and wait until
after termination to whistleblow to the SEC.

In its amicus brief to the Second Circuit, the SEC asserted
that Dodd-Frank and SEC regulations protect whistleblowers
whether they report to their employers or to the SEC directly.
This interpretation, the SEC noted, encourages employees to
report internally at their companies before reporting to the
SEC. The commission further noted that it had previously
adopted clarifying rules on retaliation which outline “three dif-
ferent categories of whistleblowers, and the third category
includes individuals who report to persons or governmental
authorities other than the Commission.”

The SEC acknowledged the Fifth Circuit's reading of anti-retali-
ation provisions in Asadi v. G.E. Energy (USA), L.L.C., in which
the court determined that “the whistleblower protection
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provision unambiguously requires individuals to provide
information ... to the SEC to qualify for protection.” The
commission noted, however, that the Fifth Circuit's interpreta-
tion would have “no appreciable effect in deterring employers
from taking adverse employment action for internal reports.”

In contrast, the SEC'’s more expansive interpretation furthered
the objective of incentivizing individuals to report internally first.

The SEC amicus brief, while adverse to Siemens in this case,
does not necessarily represent a position adverse to industry.
A Siemens’ victory — while possibly true to the strict letter of
the law — might well vindicate the company’s interests only in
this case. In a future year, with a different employee, the com-
pany might well rue the day of any victory here when an
employee — concemed about retaliation — scurries first to the
SEC rather than the company’s internal reporting channel. But
these issues are complex, the strategies difficult to choose,
and the future implications impossible to predict. Saul Ewing's
White Collar and Government Enforcement Practice, with its
eye on whistleblower issues, will keep you posted as this case
unfolds.

Fourth Circuit decision tolling False Claims Act statute
of limitations leaves government contractors vulnerable

to whistleblower claims

By Justin B. Ettelson

IN BRIEF

¢ Supreme Court asked to review ruling in Halliburton case in which the Fourth Circuit ruled that a World War ll-era law
trumps the statute of limitations on prosecution of whistleblower claims under the False Claims Act.

¢ The decision could affect contractors in an array of industries who supply goods and services to the government if the

Supreme Court does not act.

Government contractors could face whistleblower actions for
alleged wrongdoing as far back as at least 12 years ago if the
U.S. Supreme Court does not weigh in on a Fourth Circuit
decision that effectively extends the deadline to bring whistle-
blower claims against those who defraud the government dur-
ing wartime.

Presently, the Supreme Court is considering a petition for
review of the Fourth Circuit's decision that held that the
statute of limitations for the False Claims Act (“FCA™) was

suspended — because the United States was “at war” under
the Wartime Suspension of Limitations Act ("WSLA") — on
October 11, 2002 when Congress authorized the president to
use military force in Irag. In addition, the Fourth Circuit found
that the WSLA applies to civil claims as well as criminal prose-
cutions.

The petition for review was filed in June 2013 by Halliburton
Company, Kellogg Brown & Root Services, Inc., KBR, Inc., and
Service Employees International (collectively, “Halliburton™), in
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a case alleging they fraudulently billed the United States for
services provided to military forces in Iraq in 2005. The
defense industry, however, likely would not be the only indus-
try subject to the extended deadline for qui tam actions if the
Fourth Circuit's decision is undisturbed or upheld by the
Supreme Court. The ramifications could potentially extend to
health care providers, Medicare and Medicaid billers, financial
institutions, pharmaceutical and medical device companies,
construction contractors and many others that provide goods
and services to the United States.

Under the FCA, qui tam actions must be brought within six
years after the date on which the alleged violation occurred.
However, the WSLA was enacted during World War Il to
extend the time to bring charges relating to criminal fraud
against the United States. Specifically, “Iwlhen the United
States is at war or Congress has enacted a specific authoriza-
tion for the use of the Armed Forces ... the running of any
statute of limitations applicable to any offenses involving fraud
or attempted fraud against the United States or any agency
thereof ... lis] suspended until 5 years after the termination of
hostilities as proclaimed by a Presidential proclamation ... or
by a concurrent resolution of Congress.”

In the Halliburton case, an employee of the company originally
filed a qui tam action in 2006 alleging that KBR fraudulently
billed the government from mid-January 2005 until April 2005
for providing logistical services in Iraqg. After filing a series of
amended complaints in 2008, 2009 and 2010 - all of which
were dismissed by the district court — the employee refiled the
current complaint in June 2011 and it was unsealed in August
2011. In November 2011, the district dourt dismissed the
June 2011 complaint concluding that, among other reasons, it
was filed beyond the six-year statute of limitations under the
FCA and was not tolled by the WSLA. The Fourth Circuit
reversed the district court’s decision determining that the
United States was “at war” under the WSLA because on
October 11, 2002, “Congress authorized the President to use
military force to ‘defend the national security of the United
States against the continuing threat posed by Iraq” ... ." In
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addition, the Fourth Circuit found that hostilities had not ended
in Iraq when the qui tam action was filed because “Ineither]
the President nor Congress had met the formal requirements
of the IWSLAI for terminating the period of suspension when
the claims at issue were presented for payment.”
Consequently, the Fourth Circuit held that the statute of limita-
tions under the FCA is tolled. In reaching this decision, the
Fourth Circuit referenced the Fifth Circuit case of United
States v. Pfluger. In that 2012 case, the United States used
the “at war” provision of the WSLA to extend the statute of
limitations in a case of fraud by a soldier accused of taking
kickbacks in connection with fuel contracts he arranged. The
Fifth Circuit in Pfluger similarly ruled that the WSLA “mandates
formal requirements for the termination clause to be met.”

Halliburton also argued that the WSLA does not apply to civil
claims because the statute applies to “offenselsl involving
fraud” and that “‘offense’ ordinarily means only crimes.” The
Fourth Circuit rejected this argument concluding that “the text
of the WSLA, the 1994 amendments, and the legislative histo-
ry” is persuasive enough to hold “that the WSLA applies to
civil claims.”

If the Supreme Court accepts the Fourth Circuit's interpreta-
tion of the WSLA, another particularly problematic issue is the
fact that there has been no formal declaration by either the
President or Congress concerning the termination of hostilities
in Iraq, and, for that matter, Afghanistan. Consequently, gov-
ernment contractors could be subject to liability under the FCA
for an indefinite period of time — and notwithstanding whether
the alleged violations have any nexus to either conflict.

Therefore, all companies should consider the Halliburton case
as a reminder to review the effectiveness of compliance and
whistleblower programs to ensure that possible violations are
detected early and appropriately reported to management and,
in consultation with legal counsel, self-reported to the govern-
ment, if necessary. Should you have any questions about your
compliance programs or the potential reportability of a viola-
tion, please do not hesitate to contact the author.
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Government seeks to limit First Amendment application
to False Claims Act under Caronia

by Marisa R. De Feo and Nicholas J. Nastasi

IN BRIEF

e Government files a Statement of Interest in Cestra case to argue that free speech is not an issue in FCA off-label drug

promotion cases.

¢ If the court rejects the Government’s argument, pharmaceutical producers and medical device manufacturers may gain
more freedom to promote their products off-label so long as they are truthful.

Off-label prescriptions are common among physicians, occur-
ring between 15 percent and 50 percent of the time for any
given drug. However, under the False Claims Act ("FCA™), a
non-healthcare provider can violate the FCA by engaging in off-
label marketing that causes or induces physicians to prescribe
drugs for non-FDA approved uses to patients using Medicare,
Medicaid or other government programs.

In 2012, however, in U.S. v. Caronia, the Second Circuit ruled
that off-label promotion by an individual may be constitutional-
ly-protected commercial speech if it is truthful and non-mis-
leading. In Caronia, a pharmaceutical company employee who
organized speaker programs was convicted of conspiring to
distribute a misbranded drug in interstate commerce. The drug
was approved for treating adults up to age 65 for certain con-
ditions associated with narcolepsy. However, the drug also
demonstrated effectiveness for other indications, which were
not approved by the FDA. Caronia was recorded advising
physicians that the drug could also be used to treat a variety
of off-label conditions and that it was effective in an increased
age demographic. Subsequently, the Government brought
criminal charges against Caronia for marketing a misbranded
drug in violation of the Food, Drug and Cosmetic Act and for
conspiring to market a misbranded drug, arising from the off-
label promotion. After evidence demonstrated the truthfulness
of Caronia’s statements, the court held that the statements
were protected commercial speech.

To overcome this broad First Amendment protection estab-
lished in Caronia, the Government now frequently pleads that
off-label marketing was either false or misleading. In an

attempt to further distance itself from Caronia, the
Government filed a Statement of Interest late last year seeking
to completely bar the First Amendment protections as applied
to the FCA in U.S. ex rel. Cestra, et al. v. Cephalon, Inc. In
Cestra, the defendant filed a motion to dismiss, arguing,
among other things, that its alleged off-label promotion with
regard to FCA violations was protected speech under the First
Amendment pursuant to Caronia. In its Statement of Interest,
the Government argued that an off-label promotion FCA case
does not implicate the free speech concerns because under
the FCA it is “irrelevant whether a party causes the submis-
sion of a false claim by words, by conduct, or by a combination
of both.” In other words, even though speech is the means by
which the false claim is submitted, the First Amendment is not
applicable. The Government also seeks to limit the First
Amendment defense to criminal prosecutions and eliminate it
from the civil actions where the Government has recovered bil-
lions of dollars for off-label promotion of pharmaceutical prod-
ucts.

The U.S. District Court for the Southern District of New York
has not yet ruled on the motion to dismiss in the Cestra case
and it is unclear whether the court will address the issues
raised in the Government’s Statement of Interest relating to
FCA claims. [f the court finds the speech at issue false and
misleading, the First Amendment concerns will be moot. No
other courts have directly addressed the application of the
First Amendment to the FCA. However, should the
Government'’s position be accepted, it will undoubtedly dimin-
ish the impact of the Caronia case. If the court rejects the
Government’s argument, it will be more difficult for the
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Government to establish FCA liability for the off-label promo-
tion of pharmaceutical products and medical devices. Many
times such promotion is supported by studies establishing the
efficacy and safety of such use — even without FDA approval.
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In such cases, it may be difficult for the Government to prove
that the commercial speech is false and misleading. Saul
Ewing will continue to monitor updates on this topic.
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