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Outside Counsel

Revisiting ‘Off-Label’ Drug Promotion
Resolutions in Light of ‘Caronia’

ver the last decade, the government has

extracted billions of dollars from phar-

maceutical manufacturers to resolve

“off-label” drug promotion investigations.

Pharmaceutical manufacturers have strong
incentives to resolve such investigations, given the
substantial penalties and disabilities that result from
being indicted, let alone convicted, including the threat
of exclusion from federal health care programs such
as Medicare and Medicaid. The government’s central
theory in many of these cases is that it is unlawful
for companies to promote FDA-approved drugs for
unapproved, or “off-label,” uses, even though doctors
may lawfully prescribe these drugs for the same unap-
proved uses.!

But no federal statute expressly criminalizes the
promotion of prescription drugs for “off-label” uses.
Rather, the Food, Drug, and Cosmetic Act (FDCA) makes
criminal “[t]he introduction or delivery for introduc-
tion into interstate commerce of any...drug...that is
misbranded.” A drug is misbranded if, inter alia, its
labeling fails to bear “adequate directions for use,”?
which the FDA defines by regulation as “directions
under which the lay[person] can use a drug safely
and for the purposes for which it is intended.” The
regulations recognize that promotional statements by
the sales force of a pharmaceutical company can evi-
dence a drug’s intended use. Therefore, the government
reasons, “[a]n approved drug that is marketed for an
unapproved use...is misbranded because the labeling
of such drug does not include ‘adequate directions
for use.”™

The recent much-anticipated decision by the U.S.
Court of Appeals for the Second Circuit in United States
v. Caronia® has cast serious doubt on the government’s
theory criminalizing off-label promotion. The court
vacated and remanded the misdemeanor conviction of
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apharmaceutical sales representative for conspiracy to
introduce a misbranded drug into interstate commerce
in violation of the FDCA on the ground that his convic-
tion rested solely on truthful speech promoting off-label
uses for a drug that the FDA approved for other uses.
Caronia holds that truthful, non-misleading speech by
sales representatives is not enough, standing alone,
to support a misdemeanor misbranding prosecution.”

‘Caronia’s' restrictive interpretation

of the FDCA calls into question the
government’s theory underlying many
prior off-label promotion cases.

The Caronia majority reasoned that a contrary
reading of the FDCA would raise serious First Amend-
ment questions. Invoking the Supreme Court’s recent
decision in Sorrell v. IMS Health,® the majority applied
heightened scrutiny to the government’s reading of
the FDCA because it imposed speech restrictions that
were both content-based, allowing speech about FDA-
approved uses and not speech about off-label uses,
and speaker-based, targeting one category of speakers,
namely, pharmaceutical manufacturers, while allowing
others to speak without restriction.

The majority noted that the FDCA permits doctors
to prescribe, and patients to use, drugs for off-label pur-
poses, and that the promotion of off-label uses is not in
and of itself false or misleading. The majority concluded
that the government’s construction of the FDCA does not
directly advance the government’s substantial interests
in preserving the effectiveness and integrity of the FDCA's
drug approval process because offlabel drug use itself is
not prohibited. Prohibiting pharmaceutical manufactur-
ers from sharing truthful, non-misleading information
about lawful off-label uses “paternalistically” interferes
with the ability of doctors and patients to receive poten-
tially relevant treatment information, thereby potentially
undermining public health.

While Caronia addressed a prosecution based only
on truthful speech by a sales representative, the logic
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of the decision would seem to reach more broadly. If
the “government cannot prosecute pharmaceutical
manufacturers and their representatives under the
FDCA for speech promoting the lawful, off-label use
of an FDA-approved drug,” as the Caronia majority
found, then it is hard to see what remains of the gov-
ernment’s off-label marketing theory, save for cases
involving false or misleading statements or where a
manufacturer promoted a drug for which there were
no approved uses at the time of promotion.

Caronia’s restrictive interpretation of the FDCA thus
calls into question the government’s theory underlying
many prior off-label promotion cases. Pharmaceutical
manufacturers should consider whether Caronia allows
them to seek redress to recover the large criminal
fines, forfeitures, and related civil settlements paid
to settle off-label prosecutions. Their options are dis-
cussed below.

Guilty Pleas

A guilty plea to conduct that is not criminal is inval-
id.? Corporate defendants who have already pleaded
guilty to introducing, or conspiring to introduce, a mis-
branded drug into interstate commerce, in violation
of the FDCA, based only on truthful, non-misleading
speech, may seek to withdraw their pleas, or, if the
time to do so has run, may petition for a writ of error
coram nobis pursuant to the All Writs Act.1 Although
coram nobis relief is an “extraordinary remedy” that
is used only when necessary “to achieve justice,” this
relief may be obtained to correct “a legal or factual
error, so long as that error is fundamental.!!

To establish a right to coram nobis relief, a cor-
porate defendant must satisfy four requirements.!
First, a petitioner must show that it continues to
suffer from continuing consequences of the alleg-
edly invalid conviction. For many corporate defen-
dants, this element is likely easily established, as
the government has required most corporations
that have pleaded guilty to execute corporate
integrity agreements and install federal monitors.

Second, a petitioner must show that “sound reasons”
exist for failing to seek relief earlier. Sound reasons
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can include the futility of seeking such relief prior to
Caronia, because truthful, non-misleading speech by
sales representatives had been recognized by courts
as a valid basis for a misbranding conviction.' Third,
the petition must show that no alternative remedies
are available. Again, this requirement would seem to
be easily met for a company whose time to move to
vacate its plea has expired.

Fourth, the petitioner must establish that the writ
is needed to correct error that is so fundamental as to
“render the proceeding itself irregular and invalid.”'*
Where a defendant is convicted and punished “for
an act that the law does not make criminal[,] there
can be no room for doubt that such a circumstance
‘inherently results in a complete miscarriage of justice’
and ‘present[s] exceptional circumstances’ that jus-
tify collateral relief.”' For example, in the wake of the
Supreme Court’s decision in Skilling v. United States,
which determined that, without more, an undisclosed
conflict of interest does not give rise to honest services
fraud in violation of the mail fraud statute, several
defendants who previously pleaded guilty to honest
services fraud based entirely on an undisclosed con-
flict of interest were allowed by the district courts to
vacate their pleas.'6

Agreements

Various pharmaceutical manufacturers have
resolved off-label promotion cases prior to indict-
ment through the use of deferred prosecution agree-
ments (DPAs) or non-prosecution agreements (NPAs),
by which the government agreed to delay or forgo
prosecution in exchange for a corporation agreeing to
refrain from further violations of the law and to under-
take specific cooperation and compliance obligations.
DPAs and NPAs, like plea agreements, are contractual
in nature and are therefore interpreted in accordance
both with principles of contract law and in light of
special due process considerations.!”

Pharmaceutical manufacturers may cogently argue
that their DPAs or NPAs are vitiated under the con-
tract doctrine of mutual mistake. The Restatement of
Contracts defines three requirements to establish a
mutual mistake: first, the mistake must go to a basic
assumption on which the contract was made; second,
it must have a material effect on the agreed exchange
of performances; and third, it must not be one of which
the party bears the risk.'

Although few DPAs or NPAs have benefited from
judicial review, plea agreements are often scrutinized
by courts. Several courts have concluded that a plea
agreement that rests on a mutual mistake of fact—
particularly a mistake that renders meaningless a
key promise by the government—may be avoided,
particularly where the mistake goes to an essential
element of the charge."”

The government might argue the company
assumed the risk of a beneficial change in the law.

But arid application of principles of contract law,
such as the assumption of risk doctrine, may provide
an inadequate framework for interpretation of DPAs
and NPAs. Faced with the ruinous consequences of
potential indictment, corporations—and pharmaceu-
tical companies and medical device manufacturers in
particular—lack any practical choice as to whether to
agree to a DPA or NPA. The Second Circuit has already
recognized, in another context, that the traditional
commercial model of two rational economic actors
allocating the risk of loss may not neatly apply in
criminal investigations, given the coercive power
of the government to indict.

In United States v. Stein,?’ the Second Circuit noted
that, because an indictment would have been “fatal” to
KPMG, “it could be expected to do all it could, assisted
by sophisticated counsel, to placate and appease the
government,” given that “its survival depended on its
role in a joint project with the government to advance
government prosecutions.” The court found that “it
was unrealistic to expect KPMG to exercise uncoerced
judgment” after government lawyers expressed dis-
appointment with KPMG’s initial decision to cover
reasonable attorney fees for employees not identified
by the government as subjects, “[h]aving assumed a
supine position in the DPA—under which KPMG must
continue to cooperate with the government fully.”

Pharmaceutical manufacturers may
cogently argue that their deferred
prosecution agreements or non-
prosecution agreements are vitiated under
the contract doctrine of mutual mistake.

Government Discretion

Caronia should also cause the government to ques-
tion whether it should oppose efforts to unwind prior
resolutions based upon truthful off-label promotion. In
the past, the government has consented to vacating
guilty pleas when it became evident that the theories on
which it would have proceeded were not criminal. For
example, in United States v. Finnerty,” (one of several
so-called “Specialists Cases”), after a defendant was
acquitted of securities fraud after the district court
set aside the jury’s verdict after trial, and when the
Second Circuit affirmed the judgment of acquittal, the
government consented to the motions to vacate con-
victions filed by several alleged coconspirators who
had pleaded guilty to substantially the same conduct.

Likewise, the government did not object to motions
to withdraw guilty pleas filed by cooperating witnesses
after the government determined that it could not
sustain a criminal conviction for accounting fraud
based on the conduct alleged in United States v. Stock-
man.?> When the government became convinced that
no crime had been committed, it did not stand in the

way of defendants who had pleaded guilty to have
their pleas vacated.

Caronia provides another opportunity for the gov-
ernment to exercise its prosecutorial discretion and
step back from resolutions that extracted billions of
dollars in settlements for conduct that, in light of Caro-
nia, may not have been criminal.
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