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Exclusion of Individuals:
 The Set-Up

“A better pressure point is to go after responsible 
employees. Law enforcement’s focus over the next year 
will be on the individual, and HHS attorneys will be 
emphasizing ‘why we think those individuals shouldn’t 
continue to operate in those companies that want a 
corporate integrity agreement’ to avoid criminal 
charges. OIG lawyers are ‘aggressively looking’ at 
opportunities to debar individuals.”

Lewis Morris, Chief Counsel to 
the Inspector General

Corporate Counsel Online (Feb. 1, 2010)
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Exclusion of Individuals:
 The Forest Case
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Exclusion of Individuals:
 The Forest Case

• 42 U.S.C. §1320a-7 (b)(15) provides: 
(b) Permissive exclusion: The Secretary may exclude the following 

individuals and entities from participation in any Federal health care 
program :

(15) Individuals controlling a sanctioned entity
(A) Any individual—

(i) who has a direct or indirect ownership or control interest in a 
sanctioned entity and who knows or should know (as defined 
in section 1320a–7a(i)(6) 1 of this title) of the action 
constituting the basis for the conviction or exclusion described 
in subparagraph (B); or

(ii) who is an officer or managing employee (as defined in 
section 1320a–5(b) of this title) of such an entity.



Exclusion of Individuals:
 The Forest Case
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Exclusion of Individuals:
 The Purdue Case
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Source: http://www.pharmalot.com/2009/12/purdue-pharma-general-counsel-fights-for-his-career/ 



Exclusion of Individuals:
 The Purdue Case

• 42 U.S.C. §1320a-7 (b)(1) (A)
(b) Permissive exclusion: The Secretary may exclude the following 

individuals and entities from participation in any Federal health care 
program:
(1) Conviction relating to fraud Any individual or entity that has been 

convicted for an offense which occurred after August 21, 1996, under 
Federal or State law—

(A) of a criminal offense consisting of a misdemeanor relating to 
fraud, theft, embezzlement, breach of fiduciary responsibility, 
or other financial misconduct—

(i) in connection with the delivery of a health care item or 
service, or

(ii) with respect to any act or omission in a health care 
program (other than those specifically described in 
subsection (a)(1) of this section) operated by or financed in 
whole or in part by any Federal, State, or local government 
agency; 
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Exclusion of Individuals:
 The Purdue Case
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What Will
 

Happen Next?
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“The government 
will continue to 

ramp up its 
prosecutions of 

corporate officers 
and managers of 
drug and device 
companies for 

health care fraud…”

“I do think we’re 
going to see an 

increasing 
number of cases 
[brought] against 
individuals…”

“The responsible 
corporate officer 

doctrine is a broad 
theme in law 

enforcement and the 
exclusion context.”

“The government… 
is looking to change 

corporate 
behavior… by 

holding individuals 
accountable for 

illegal actions…”



What Should
 

Happen Next?

1. The Government Should Clarify That It’s Goal is to 
Incentivize the Establishment of Effective Corporate 
Compliance Programs 
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What Should
 

Happen Next?

2. The Government Should Reevaluate Its Strategy of 
Prosecuting and Attempting to Exclude Corporate 
Executives Based on Status
– Unnecessary: What is the evidence that, in 2011, the industry 

does not “get it”?

– Unfair: Executives are at risk whether or not they have taken 
diligent steps to address compliance

– Ineffective: There is no marginal deterrent where companies 
have taken all reasonable steps to be compliant

– Counterproductive: Substantial disincentive to industry service

– Unconstitutional: Deprivation of livelihood raises serious Due 
Process concerns 
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What Should
 

Happen Next?

3. Congress/DOJ/OIG should recognize the “Compliance 
Program Defense”: If a company has an effective 
Compliance Program, its executives should be 
immune from personal culpability and exclusion based 
on their status.
– Fair

– Incentivizes the right conduct

– Effective: Would enhance the significance of compliance 
programs

– Avoid constitutional issues
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END
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pkalb@sidley.com
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