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 In recent years, the federal government has aggressively prosecuted the allegedly improper 
distribution and promotion of drugs under the federal Food, Drug, and Cosmetics Act (FDCA) and the False 
Claims Act (FCA).  As a result of these prosecutions, drug companies have agreed to civil and criminal 
settlements worth billions of dollars.  Because federal officials suspect that improper distribution and 
promotion continues, some commentators predict more individual prosecutions under the FDCA’s 
“responsible corporate officer” doctrine.

1
  Under that doctrine, any corporate officer who has the authority 

and responsibility to prevent violations of the FDCA may be criminally liable for the violations, regardless 
of the officer’s knowledge or intent.

2
 

The trend towards individual prosecutions is most apparent within the U.S. Food & Drug 
Administration’s (FDA) Office of Criminal Investigations (OCI).  The OCI conducts investigations of 
suspected criminal violations and collects evidence to support prosecutions by the U.S. Department of 
Justice.

3
  In a recent letter to U.S. Senator Charles Grassley, FDA Commissioner Margaret Hamburg 

announced that OCI intends to “increase the appropriate use of misdemeanor prosecutions … to hold 
responsible corporate officers accountable.”

4
  Hamburg also revealed that OCI has developed new criteria for 

selecting misdemeanor prosecution cases, which will be incorporated into revised OCI policies and 
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procedures.
5 
 While the FDA has not released the new criteria, investigations and prosecutions of responsible 

corporate officers are almost certain to increase. 
 
Such prosecutions can end the careers of responsible corporate officers because they can lead to 

exclusion from Medicare, Medicaid, and other federal health care programs.  That was the fate of the former 
CEO, Chief Medical Officer, and General Counsel for The Purdue Frederick Company who pled guilty to 
FDCA violations based on Purdue’s conduct in marketing Oxycontin.  The Purdue officers were excluded 
from the federal health care programs for 12 years, even though they had no personal knowledge of the 
unlawful actions of several Purdue employees.  Their predicament highlights the low threshold for liability 
under the responsible corporate officer doctrine, as well as the limited avenues for defending against 
exclusions premised on FDCA violations. 

 

The FDCA and the Responsible Corporate Officer Doctrine 
 
Criminal liability attaches under the FDCA when the defendant “misbrands” a product.

6 
A product is 

misbranded unless its labeling contains adequate directions for use and warnings against dangerous uses and 
unsafe dosages or methods of administration.

7
  Alternatively, a misbranded product is one with a false or 

misleading label.
8
   

 
Misbranding is often characterized as a strict liability misdemeanor.

9
  This is largely true in cases 

where the responsible corporate officer doctrine is applied.  A responsible corporate officer is criminally 
liable if he or she was in a position to prevent or correct the misbranding and failed to do so.

10
  While neither 

criminal intent nor actual knowledge of the conditions which violate the FDCA is required, the jury may not 
“find guilt solely on the basis of the [officer’s] position in the corporation.”

11
  Rather, the jury must find that 

the officer “had a responsible relation to the situation and by virtue of his position had authority and 
responsibility to deal with [it].”

12 
 The primary, if not the only, defense is impossibility.

13
  That is, a 

corporate officer is not liable if he or she could not have possibly stopped the misbranding.
14 
 

 

The Officers’ Guilty Pleas 
 

In May 2007, Purdue pled guilty to a felony count of misbranding OxyContin with the intent to 
defraud or mislead.

15 
 As part of the guilty plea, Purdue agreed that its sales representatives, with the intent to 

defraud or mislead, marketed and promoted OxyContin as less addictive, less subject to abuse and diversion, 
and less likely to cause tolerance and withdrawal than other pain medications.

16
  In conjunction with 

Perdue’s plea, three former senior Perdue officers – the CEO, General Counsel, and Medical Director – all 
pled guilty to misdemeanor misbranding.

17
  Unlike their employer, they were not charged with personal 
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knowledge of the misbranding or any personal intent to defraud.
18
  The district court accepted their plea 

agreements, sentenced them to probation, and ordered them to disgorge millions of dollars of income.
19
 

 

Following the sentencing, the U.S. Department of Health and Human Services – Office of Inspector 
General (OIG) excluded the Purdue officers from participating in federal health programs for 15 years.  OIG 
cited two grounds for the exclusions.  First, the Purdue officers’ pleas were convictions “relating to fraud, 
theft, embezzlement, breach of fiduciary responsibility or other financial misconduct” under 42 U.S.C. § 
1320a-7(b)(1).

20
  Second, the pleas were convictions “relating to the unlawful manufacture, distribution, 

prescription, or dispensing of a controlled substance” under 42 U.S.C. § 1320a-7(b)(3).
21
  The exclusions 

were affirmed by an administrative law judge, and then by the Departmental Appeals Board of the U.S. 
Department of Health and Human Services.

22
  The Appeals Board reduced the exclusions to 12 years.

23
 

 

The Officers’ Action to Overturn the Exclusions 

 

The Purdue officers promptly sued to overturn the exclusions in the U.S. District Court for the 
District of Columbia, making three arguments.

24
  First, their convictions are not excludable offenses relating 

to fraud under 42 U.S.C. § 1320a-7(b)(1) or the unlawful distribution of a controlled substance under 42 
U.S.C. § 1320a-7(b)(3).

25 
 Second, their exclusions do not serve the remedial purposes underlying the 

exclusion statute.
26
  And third, the 12-year exclusions are unreasonable because they are not supported by 

substantial evidence of aggravating circumstances.
27
  

 
The district court may only disturb the U.S. Department of Health and Human Services’ (HHS) 

ultimate decision if that decision is unsupported by substantial evidence or is arbitrary and capricious given 
the purpose of the statute.

28
  Under this liberal standard of review, the Purdue officers may have difficulty 

prevailing on their first argument.  The Purdue officers contend that their convictions do not relate to fraud 
or an unlawful controlled substances violation, as the convictions are based solely on the Purdue officers’ 
corporate positions, and the Purdue officers were never charged with an intentional or knowing violation.

29
  

HHS, however, rejected the Purdue officers’ reasoning because at least one federal court has held that a 
nexus or common sense connection between the conviction and the unlawful conduct suffices.

30
  Under this 

case law, the underlying felony conviction of Purdue supplies the intentional or knowing violation for the 
Purdue officers’ exclusion.

31
  Moreover, the Purdue officers agreed to numerous facts that place the 
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company’s conviction within the fraud prong for the exclusions.     
 
The Park ruling’s inflexible dictates pose challenges to the officers’ second argument.  The Purdue 

officers contend that their exclusions are arbitrary and capricious because the purpose of the exclusionary 
statute is to protect the federal health care programs from untrustworthy individuals, and they cannot be 
deemed untrustworthy given their lack of personal knowledge.

32
  But as HHS pointed out, the Supreme 

Court held in United States v. Park that a conviction of a responsible corporate officer requires proof that the 
officer had the power to stop the unlawful conduct yet failed to do so.

33
  In HHS’ view, Park establishes that 

convictions of responsible corporate officers import a measure of blameworthiness, which satisfies the 
remedial purpose of the exclusion statute.

34
  While the Purdue officers’ argument is a reasonable one, the 

district court could still find that HHS’ conclusion is neither arbitrary nor capricious and should be upheld. 

 

The strongest of the Purdue officers’ arguments may be their third.  They contend that the 12-year 
period for their exclusions is arbitrary because the aggravating circumstances upon which HHS relied are not 
supported by the evidence.

35
  For example, HHS found that aggravating circumstances existed because the 

acts that resulted in the Purdue officers’ convictions were committed over a period of one year or more.
36
  

The Purdue officers, however, were convicted based solely on their holding of corporate officer positions 
and their failure to stop the misbranding.

37
  They did not plead guilty to any affirmative, personal acts.

38
  

With no evidence of the Purdue officers committing any affirmative personal acts, the Purdue executives’ 
exclusionary period may be ripe for a reduction to fewer than 12 years. 

 

Challenges for C-Level Executives 

 

The Purdue officers’ case raises questions about what can be done to avoid responsible corporate 
officer liability.  With no mens rea requirement, the threshold for liability is low.  At the same time, there are 
few guideposts for the “extraordinary care” required for the amorphous defense of impossibility.  If the 
impossibility defense fails and a conviction is obtained, HHS has broad discretion in seeking exclusions 
from the federal health care programs. 

 

Until the FDA issues guidance concerning the responsible corporate officer doctrine, the best, if not 
only, defense may be a good offense.  That is, an aggressive compliance program with robust reporting 
mechanisms, led by senior corporate officers, may be the best means for avoiding liability. 
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