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Compliance Matters … 
Let us first begin by wishing you a very happy and healthy New Year.  2010 certainly was an 
interesting time in health care as we saw the passage of landmark health care reform 
legislation, significant fraud and abuse enforcement activity and noteworthy settlements, and the 
issuance of 26 OIG advisory opinions. As reported in the OIG’s 2010 semi-annual reports to 
Congress, the OIG reported exclusions of 3,340 individuals and entities from participation in 
Federal health care programs; 647 criminal actions against individuals or entities; and 378 civil 
actions, including False Claims Act (FCA) and unjust enrichment lawsuits, Civil Monetary 
Penalties Law settlements and administrative recoveries from provider self‐disclosures for fiscal 
year 2010. 

One thing that is clear is that 2011 is staged to be a year of both innovation and change.  And, 
the government’s focus on fraud and abuse and protecting the health care programs and their 
beneficiaries throughout this transformation is sure to be more heightened than ever – 
especially given the additional $350 million in funding and additional resources for fraud fighting 
efforts and fostering program integrity provided for by the health care reform legislation.  The 
health care industry will need to remain cognizant of the fraud and abuse laws while navigating 
the many changes of 2011.   

OIG GUIDANCE:  PERMISSIVE EXCLUSION OF OFFICERS AND MANAGING 
EMPLOYEES OF CONVICTED OR EXCLUDED ENTITIES 

Consistent with the message being broadcast by the OIG that it will now focus enforcement 
efforts on individual bad actors in an effort to influence individual behavior and compliance with 
the federal health care program requirements, on October 20, 2010, the OIG issued informal 
and nonbinding guidance on its authority to exclude officers and managing employees of 
convicted or excluded entities from participation in the federal health care programs. A 
managing employee is defined as: “an individual (including a general manager, a business 
manager, an administrator, or a director) who exercises operational or managerial control over 
the entity or who directly or indirectly conducts the day-to-day operations of the entity.”   
Importantly, the OIG’s discretion in exercising its exclusion authority is not subject to 
administrative or judicial review. 
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Under its authority, the OIG may exclude owners of, or individuals holding a controlling interest 
in excluded entities if the individual knew or should have known of the conduct resulting in the 
exclusion.  With respect to officers and managing employees, exclusion is possible simply  

based on the individual’s position in the excluded entity with no knowledge requirement.  As 
such, the OIG could exclude every officer and managing employee of an excluded entity and as 
noted above, such exclusion would not be subject to administrative or judicial review.  The 
presumption in favor of exclusion can be overcome when factors outlined in the guidance 
outweigh exclusion: 

 • Circumstances of the Misconduct and Seriousness of the Offense – The OIG will 
consider the scope and nature of the offense; where the offense occurred (in the field by 
one employee or at the corporate level); the criminal sanction and amount of penalty 
imposed on the excluded entity; the length of exclusion; evidence of harm to the federal 
health care programs and/or beneficiaries; nature of the misconduct (i.e. isolated event, 
pattern); and history of similar programs; 

 • Individual’s Role in Sanctioned Entity – The OIG will review the individual’s history 
with the sanctioned entity; the roles held (focusing on the role held during the 
misconduct); degree of managerial control or authority held by the individual; link of the 
individual’s role to the misconduct (i.e. was it within the individual’s chain of command); 

• Individual’s Actions in Response to the Misconduct – The OIG will consider the 
steps taken by the individual to stop the misconduct or mitigate the harm; timing of the 
steps taken; the ability of the individual to demonstrate that either it was not possible to 
prevent the misconduct or that despite the exercise of extraordinary care by the 
individual, the misconduct could not be prevented; was the misconduct disclosed to the 
authorities; did the individual cooperate with the investigation; and 

• Information About the Entity – The OIG will consider prior conduct of the excluded 
entity or a related entity (criminal convictions, administrative or civil settlements); the size 
and structure of the excluded entity and its related subsidiaries. 

The OIG guidance, while informal and non-binding, sends a clear message that the OIG intends 
to interpret its authority and discretion to exclude individual officers and managing employees of 
excluded entities broadly.  The guidance is available at:   
http://www.oig.hhs.gov/fraud/exclusions/files/permissive_excl_under_1128b15_10192010.pdf. 

NOTEWORTHY SETTLEMENTS  

The Christ Hospital – May 2010 (Cincinnati, Ohio) 

In May 2010, The Christ Hospital (TCH) entered into a $108 million settlement of a qui tam 
lawsuit based on allegations that TCH improperly rewarded cardiologists and cardiology groups 
for referring patients to or otherwise generating revenue for TCH in violation of the anti-kickback 
statute and the FCA.  TCH initially refused to enter into a Corporate Integrity Agreement (CIA) in 
the settlement and, within days, the OIG issued a Notice of Material Breach and Intent to 




