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SELF-DISCLOSURE PROMISES AND PITFALLS
By Kenneth J. Yood and Paul A. Gomez

On April 24, 2006, the Office of the Inspector General (OIG) 
of the Department of Health and Human Services issued an 
“Open Letter” to healthcare providers. The Open Letter is 
designed to supplement a previous Open Letter issued by the 
OIG in 2001. The new Open Letter announces a new initia-
tive to promote the use of the OIG’s Self-Disclosure Protocol 
(“SDP”) to resolve civil monetary penalty (CMP) liability 
under the physician self-referral law (Stark) and the feder-
al fraud and abuse law (Anti-kickback Statute). The Open  
Letter is the OIG’s latest carrot to encourage providers to 
voluntarily disclose potential Stark and Anti-kickback Statute 
violations. However, as in its past Open Letter, the OIG makes 
no guarantees that self-disclosure under the SDP will not result 
in significant fines, a corporate integrity agreement (CIA) or 
prosecution by the Department of Justice (DOJ). Therefore, 
providers considering self-disclosure under the SDP should be 
very cautious.

The Self-Disclosure Protocol

The SDP was first issued by the OIG in 1998. The SDP 
outlines a process by which a provider can voluntarily disclose 
possible civil or criminal violations in hopes of receiving  
lenient treatment by the OIG. Generally, self-disclosure under 
the SDP includes several steps. First, the provider is obligated 
to notify the OIG of the potential violation and include specific 
information outlined in the SDP. Once the initial disclosure 
is made, the SDP directs the provider to conduct an internal 
investigation and a self-assessment, and to disclose the findings 
of these internal reviews to the OIG. After the initial disclosure 
and the submission of the self-assessment and internal investi-
gation reports, the OIG begins the process of confirming the 
disclosed information. Finally, the OIG emphasizes that the 
“diligent and good faith cooperation” of the disclosing entity is 
essential throughout the entire process. According to the SDP 
“[a] lack of cooperation or the failure to act in good faith will 
be considered an aggravating factor when the OIG attempts to 
resolve the incident.”

Disclosure Incentives

One of the principal incentives offered by the OIG in the Open 
Letter is a general pledge of leniency toward those hospitals 
and physicians who avail themselves of the SDP. For example, 
the OIG states that it will likely forego its exclusion power 
in cases where providers use the SDP. Also, on a case-by-case 
basis, the OIG pledges that it will generally settle SDP matters 
for an amount near the lower end of the possible spectrum 
of CMP liability. These are important incentives deserving 
serious consideration when determining whether or not to  
disclose. It is also important to remember, however, that noth-
ing disclosing binds the OIG to settle the matter on terms 
favorable to the hospital and/or physician.

Another principal incentive, more pronounced in this Letter 
than in previous guidance from the OIG, is the OIG’s rep-
resentation that use of the SDP can serve as a positive miti-
gating factor in determining whether a CIA will be imposed 
on the disclosing provider. Unlike a CIA which typically lasts 
for five years and requires a provider to implement a specific 
compliance program and subject the program to annual  
external audit, the OIG states that it has the ability to impose 
a Certification of Compliance Agreement (“CCA”) program 
on a provider. In contrast to a CIA, a CCA generally last for 
three years. The CCA allows the disclosing provider to operate 
its existing compliance program. In addition, the CCA does 
not require retention of an independent review organization to 
conduct external audits as in the case of a CIA. As a result, the 
burden to a healthcare provider in implementing and certify-
ing compliance with a CCA is substantially less than certifying 
compliance with the more onerous requirements of a CIA.

Disclosure Concerns

When considering a self-disclosure under the SDP, a provider 
should remember that neither the SDP nor the Open Letter 
amount to an amnesty program. The SDP itself states that the 
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OIG is not bound by the investigative findings of the health-
care provider and is “not obligated to resolve the matter in any  
particular manner.” The OIG may still refer the matter to DOJ 
for possible imposition of civil and/or criminal penalties un-
der its separate authority. Indeed, the OIG makes plain in its 
Open Letter that the DOJ will be consulted before the OIG 
accepts a healthcare provider into the SDP, and consulted again 
before the SDP is resolved under the OIG’s CMP authorities. 
Moreover, the OIG’s determination to resolve an SDP matter 
is not binding upon the DOJ. As a result, the OIG’s new  
initiative and incentives for self-disclosure notwithstanding, it 
is important to recognize that a healthcare provider that avails 
itself of the SDP may be disclosing a violation that would not 
have been discovered, thereby providing the government with 
substantial evidence necessary for civil or criminal prosecution.

The SDP instructs that a healthcare provider should imme-
diately disclose to the OIG any ongoing wrongdoing prior to 
commencing its own internal investigation into the matter. 
The OIG’s interest in prompt notification of wrongdoing is 
obvious, but does not necessarily constitute wise advise for 
the healthcare provider. Instead, the more prudent course of  
action for a healthcare provider is to conduct a thorough inves-
tigation so that it can gain more concrete, complete knowledge 
about the nature and extent of the potential problem. This will 
better enable the provider to determine whether self-disclosure 
is necessary and whether disclosure through the SDP is appro-
priate. The SDP itself “anticipates that a healthcare provider 
will [determine whether to avail itself of the SDP] only after 
an initial assessment substantiates there is a problem with non-
compliance.” Moreover, the OIG itself has instructed in the 
past that matters involving only overpayments or errors that 
do not also involve violations of the law should be disclosed 
directly to the appropriate fiscal intermediary or carrier that 
processes claims for the healthcare provider. A sound decision in 
this regard can only be made after an appropriate initial inves-
tigation by the healthcare provider itself.

A New Perspective

In addition to the self-disclosure incentives presented by the 
OIG in the Open Letter, the Open Letter is instructive in 
its focus on physician-hospital relationships, Stark and the  
Anti-kickback Statute. Whereas the 2001 Open Letter did  
not provide specifics on the kinds of violations which should 
be subject to self-disclosure, the OIG has now shined a light  
on certain types of violations. In fact, as an example of the 
kinds of arrangements which may be subject to potential  
violations and self-disclosure, the OIG specifically references 
hospital-physician lease arrangements as potentially pro- 
blematic and possibly subject to disclosure under the SDP. 
Healthcare providers should pay special attention to the 
OIG’s new focus on the SDP’s relationship to Stark and Anti-
kickback Statute violations when examining their own corporate 
compliance programs.

The Open Letter signals that the OIG has committed greater 
resources and a higher level of priority to enforcement of 
potential violations of Stark and the Anti-kickback Statute, 
particularly those that may arise in the context of common 
professional relationships between hospitals and physicians. It 
also signals a reaffirmation of the OIG’s apparent willingness 
to offer more lenient treatment for those healthcare providers 
who avail themselves of the SDP. Still, nothing actually binds the 
OIG to proceed with leniency. Notwithstanding the incentives, 
the decision whether to disclose still remains one that must be 
carefully considered, weighing the nature of the wrongdoing and 
potential benefits of self-disclosure in concert with advice of 
legal counsel. At a minimum, the OIG’s Letter should serve as 
an impetus to all healthcare providers and their counsel to 
scrutinize professional relationships, both existing and prospec-
tive, with renewed vigor.
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