
C
rime in the health-care industry has 
been a priority of the U.S. Department 
of Justice for some time. The pharma-
ceutical industry has received particu-
lar attention, especially from federal 

prosecutors in Main Justice and the District of 
Massachusetts and Eastern District of Pennsylva-
nia. These offices, and a handful of others, have 
brought a series of high-profile prosecutions, 
resulting in corporate guilty pleas and billions 
of dollars of criminal fines and civil penalties 
for unlawful “off-label” marketing of prescrip-
tion drugs—a theory of criminal liability derived 
from the Food, Drug and Cosmetic Act (FDCA). 

When a pharmaceutical company sells a pre-
scription drug, it must first receive approval 
from the Food and Drug Administration (FDA). 
The approval of a drug is for a particular medi-
cal condition and patient population, and that 
approval is incorporated in a package insert, or 
“label”—what consumers may see as the small-
print, multi-fold paper inserted into a package 
that contains the drug. Prescription drugs are 
often approved for one use, but prescribed by 
doctors in unapproved doses and for unapproved 
medical conditions or types of patients.1 

The marketing and promotion of drugs off-
label occurs when a pharmaceutical company 
seeks to persuade doctors to use drugs for 
conditions not approved on the label.2 While 
off-label prescribing is lawful and sometimes 
ethically necessary for treatment,3 the FDA and 
Justice Department have treated off-label mar-
keting of drugs by pharmaceutical companies as 
a serious criminal offense—an effort to evade 
an important regulatory regime and sell drugs 
in a potentially dangerous manner. Significantly, 
the FDA and Justice Department have viewed 

off-label marketing as a serious crime even when 
the marketing efforts rested on accurate and 
truthful information. 

Notwithstanding the guilty pleas by companies 
and billions of dollars in payments to the govern-
ment, serious questions about the justification 
for criminal liability for such off-label marketing 
have arisen. The few prosecutions for off-label 

marketing that resulted in contested cases and 
trials have generally not been successful for the 
government, yielding dismissals and reversals 
on appeal.4

More fundamentally, the U.S. Court of Appeals 
for the Second Circuit held in United States v. 
Caronia5 in 2012 that a prosecution based on 
truthful statements violated the First Amendment 
protection of commercial speech as articulated 
by the Supreme Court in recent years, and vacat-
ed the conviction of a pharmaceutical company 
employee for off-label promotion.6 The Justice 
Department construed the decision quite nar-
rowly, however, as reflected in a guilty plea by 
biotechnology company Amgen 16 days after 
the Caronia decision was issued. 

Into this controversy now comes a decision 
from Southern District of New York Judge Paul 

A. Engelmayer, issued Aug. 7, 2015, which thor-
oughly considered the impact of Caronia on 
criminal liability for truthful off-label market-
ing of prescription drugs. In Amarin Pharma v. 
FDA,7 a lawsuit seeking to enjoin the FDA from 
implementing the FDCA in a manner that had a 
chilling effect on free expression, the court held 
that prosecutions for truthful off-label market-
ing violated the First Amendment’s protection of 
commercial speech, thus giving Caronia the broad 
reading previously sought by the pharmaceuti-
cal industry and rejected by the government. 

Off-label marketing as a theory of criminal 
liability bears similarity to other doctrines of 
white-collar crime, such as honest services 
fraud based on undisclosed conflicts of inter-
est. Such doctrines serve as a basis for highly 
assertive prosecutions until a court steps in to 
articulate clearly how the government may have 
overstepped legal bounds.

Holding in ‘Amarin Pharma’

In 2012, Amarin received FDA approval to mar-
ket its drug, Vascepa, to treat adult patients with 
triglyceride levels above 500 mg/dL (milligrams 
per deciliter), referred to as “very high triglyc-
erides.” Amarin also sought but did not get FDA 
approval to market the drug for patients with 
triglyceride levels between 200 and 499 mg/dL, 
referred to as “persistently high triglycerides.” 
While the use of Vascepa can safely and effec-
tively reduce triglyceride levels in this second 
group of patients, the FDA concluded that it was 
unclear whether lower triglyceride levels in this 
group of patients also reduces cardiovascular 
risk. As a result, any marketing of Vascepa for 
patients with persistently high triglycerides 
would be “off-label.”

In its final response to Amarin’s proposal, the 
FDA told the company that the drug “may be 
considered to be misbranded under the [FDCA] if 
it is marketed” for patients other than those with 
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very high triglycerides. Despite the FDA’s state-
ment, Amarin wanted to market Vascepa based 
on studies that demonstrated the reduction of 
triglyceride levels in patients with persistently 
high triglyceride levels. In the face of the FDA’s 
explicit “threat” to bring a misbranding action 
if it did so, Amarin filed suit, seeking injunctive 
relief and a declaratory judgment that the FDA’s 
prohibition on “off-label” promotion, as applied to 
truthful and non-misleading speech, was uncon-
stitutional under the First Amendment.8 

In the FDA’s view a drug manufacturer that 
markets or promotes a drug for an unapproved 
use violates the FDCA. While the FDCA and 
accompanying regulations do not expressly 
prohibit the promotion or marketing of drugs for 
off-label use, the statute prohibits the introduc-
tion into interstate commerce of any drug that is 
misbranded. Misbranded drugs have been con-
sidered to include those with labeling that does 
not bear “adequate directions for use” pursuant 
to which a consumer can “use a drug safely 
and for the purposes for which it is intended.”9 
“Intended use” is defined by reference to “the 
objective intent of the persons legally respon-
sible for the labeling of drugs,” which may be 
proven by “oral or written statements by such 
persons or their representatives.”10

The Justice Department has relied on these 
provisions to prosecute drug manufacturers 
and their employees for affirmatively market-
ing and promoting off-label uses of prescription 
drugs, arguing that statements made pursuant to 
these efforts establish unlawful conduct and an 
“intended use” that is not adequately set forth on 
the drug’s label. In the government’s view, such 
behavior constitutes a misdemeanor, irrespective 
of the truth or falsity of the information conveyed, 
or felony charges for fraudulent misbranding if 
the information conveyed is false or misleading.11

The FDA tried to render its dispute with Ama-
rin moot by agreeing to permit the company to 
make certain statements regarding off-label uses 
of Vascepa. Amarin rejected the FDA’s efforts and 
brought suit. In its opposition to the company’s 
application for preliminary relief, the FDA argued 
that Amarin’s attempt to make proactive state-
ments to doctors regarding the use of Vascepa 
for patients with persistently high triglycerides 
was “a frontal assault…on the framework for new 
drug approval that Congress created.” 

In evaluating Amarin’s petition and the likeli-
hood of success on the merits, Judge Engelmayer 
focused on the parties’ conflicting readings of 
the Caronia decision. In Caronia, the Second 
Circuit vacated the misdemeanor misbranding 
conviction of Alfred Caronia, a pharmaceutical 
sales representative who promoted off-label uses 

of Xyrem, a prescription narcolepsy drug. The 
FDA acknowledged that the comments made by 
Caronia to doctors about Xyrem’s off-label uses 
had been truthful. 

The Second Circuit held that truthful and 
non-misleading off-label promotional speech 
is constitutionally protected under the First 
Amendment and, as a corollary, that off-label 
promotional speech would not constitute a 
criminal offense unless the speech was false 
or misleading. The court observed that “[t]he 
government’s construction of the FDCA essen-
tially legalizes the outcome—off-label use—but 
prohibits the free flow of information that would 
inform that outcome.”12 

The FDA and Justice Department read Caro-
nia narrowly, as suggested by cases brought 
following the Second Circuit’s decision.13 The 
FDA contended that Caronia was limited to its 
particular facts and insisted that it retained “the 
ability to bring a misbranding action where the 
conduct at issue consists solely of truthful and 
non-misleading speech promoting an off-label 
use of an approved drug.”14

Closely analyzing the Caronia decision in light 
of the Supreme Court’s recent commercial speech 
jurisprudence, Judge Engelmayer expressed his 
“considered and firm view…that, under Caronia, 
the FDA may not bring [a misbranding] action 
based on truthful promotional speech alone, 
consistent with the First Amendment.”15 Accord-
ingly, Amarin sufficiently established a substantial 
likelihood of success on the merits.

In reaching this conclusion, Engelmayer 
rejected the FDA’s attempt to analogize misbrand-
ing to the crimes of jury tampering, blackmail 
and insider trading in which “the speech is the 
act.” In contrast, the court held, truthful and 
non-misleading speech promoting the off-label 
use of an FDA-approved drug “cannot be the act 
upon which the action is based.”16 While truthful 
speech may be admitted to establish a party’s 
intent, or mens rea, for example when the miscon-
duct consisted of “non-communicative activities,” 
truthful speech may not be the basis for proving 
the unlawful act of misbranding, or actus reus, 
of the conduct at issue.17 Further, as Engelmayer 
observed, Caronia left room for the prosecution 
of off-label marketing as misbranding when the 
speech was misleading or false. “In the end, how-
ever, if the speech at issue is found truthful and 
non-misleading, under Caronia, it may not serve 
as the basis for a misbranding action.”18

Conclusion

If Judge Engelmayer’s interpretation of Caronia 
becomes authoritative, it will end reliance on 

a doctrine of criminal liability that the Justice 
Department has used to fight claimed corporate 
wrongdoing. It will also put to rest a theory of 
white-collar criminal conduct that had long been 
questioned by commentators and industry advo-
cates but rarely litigated. 

Other expansive theories of white-collar lia-
bility have suffered a similar fate—e.g., honest 
services fraud before the enactment of Section 
1346 of Title 18,19 honest services fraud based on 
undisclosed conflicts of interest before Skilling v. 
United States,20 certain structuring offenses before 
the decision in Ratzlaf v. United States,21 and most 
recently theories of remote tippee liability before 
the United States v. Newman decision.22

Of course, we do not know the ultimate effect 
of the Amarin Pharma and Newman decisions; 
that will depend on government appeals and fur-
ther case law. What we know is that checks and 
balances, the process of seeking to limit as well 
as expand theories of white-collar criminal liabil-
ity, remain vital to a healthy system of justice.
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