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CMS POSTS STARK SELF-DISCLOSURE PROTOCOL 
  
CMS has posted to its website the Voluntary Self-Referral Disclosure Protocol for 
violations of the Stark Law (SRDP) required under PPACA. The SRDP is similar to 
OIG’s existing Self-Disclosure Protocol, which the OIG closed to Stark Law-only 
violations (i.e., those without a potential anti-kickback law violation) in March 2009. 
CMS states that the SRDP is to be used to resolve matters that a party believes are 
actual or potential violations of the Stark Law (not to determine whether a violation 
has occurred). Thus, disclosing parties should be prepared to resolve overpayment 
liabilities for the identified conduct. In this regard, submission of a disclosure under 
the SRDP suspends until settlement the new PPACA obligation to return potential 
overpayments within 60 days of identification. 
  
The SRDP requires electronic submission and specifies the information necessary 
for the disclosure, including identifying information and a description of the nature of 
the matter being disclosed. The disclosing party must submit a complete legal 
analysis of the application of the Stark Law, including exceptions potentially 
applicable to the matter. A description of the circumstances under which the matter 
was discovered also is required, as well as information describing 
existing compliance measures and/or measures put in place to address the matter. 
Of note, CMS is requiring a full financial analysis at the time of submission, including 
the total amount actually or potentially due and owing. CMS also encourages parties 
to place estimated overpayment funds in interest-bearing escrow accounts to assure 
that adequate resources are set aside to repay amounts owed. 
  
CMS will begin verification procedures upon receipt of the disclosure. To facilitate 
this process, the agency is requiring access to all financial statements and supporting 
documents without assertion of privileges, although CMS states that it will not 
request production of written communications subject to the attorney-client privilege. 
  
Finally, CMS sets forth several factors that it will consider in reducing amounts owed, 
including (1) the nature and extent of the practice, (2) the timeliness of the self-
disclosure, (3) cooperation in providing additional information, (4) litigation risk 
associated with the matter, and (5) the financial position of the disclosing party. 
Although PPACA grants CMS the authority to reduce amounts due and owing, the 
agency specifically states in the SRDP that it has no obligation to do so. 
  
The SRDP provides a definitive avenue to address and resolve potential Stark Law 
violations. Suspension of the 60-day period to return overpayments offers an 
additional incentive to utilize the SRDP. Parties utilizing the SRDP should do so, 
however, only with full awareness of all components of the process. 
  
For more information, please contact Donna S. Clark, dclark@bakerlaw.com or 
713.646.1302. 
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