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Update on Stark Gainsharing Exception  
 

 Despite its enthusiasm to craft an exception to the Stark 
Law for shared savings programs like gainsharing and 
pay-for-performance (P4P) arrangements, CMS delayed 
finalizing such an exception in the 2009 Medicare 
Physician Fee Schedule (MPFS) Final Rule.1  In the 
Final Rule, issued on October 30, 2009, CMS stated that 
it had received too few comments to craft an appropriate 
exception for shared savings programs that would not 
risk fraud to the Medicare program.   
 

One primary opponent of the exception is the medical 
device industry.  The Advanced Medical Technology 
Association (AdvaMed), a medical technology group, 
believes that gainsharing arrangements may create 
incentives for the use of less-expensive or older medical 
technologies.2  Because gainsharing is a way to provide 
incentive payment and cost-savings to be shared with 
physicians, board chairman of AdvaMed, Michael A. 
Mussallem, praised the decision to not finalize the 
exception, expressing concern that gainsharing 
arrangements may “compromise patient care by creating 
incentives for the use of less-expensive, older, outdated 
technologies when newer, better, technologies might be 
more appropriate.”3  He went on to state that “patients 
also may receive less care than appropriate under such 
a proposal.”  Mussallem, who also happens to be 
chairman and chief executive officer of Edwards 
Lifesciences, said also that the medical device industry 
would prefer that CMS review and completely evaluate 
the congressionally mandated gainsharing 
demonstration, along with two other demonstrations, 
before finalizing the exception to the Stark Law.4
 

According to the MPFS Proposed Rule, published on 
July 7, 2008, CMS believes that shared savings 
programs have the potential to “foster high quality, cost-
effective care”5 but it also expressed concerns similar to 
those being voiced by the medical device industry over 
the issue of stinting, or “limiting the use of quality-
improving but more costly devices, tests or treatments.”6  
While CMS stated that the majority of the comments it 
did receive in response to the Proposed Rule favored the 
exception, it noted that many of those responses only 
favored finalizing the exception if substantial 
modifications were made to the originally proposed 
program conditions.7  Though it received numerous 
comments, CMS did not receive enough comments in 
agreement about how the exception should be structured, 
and accordingly, CMS has issued the rule with another 

comment period, soliciting further comments from the 
health care community so that it may finalize the 
exception in the future.  Ultimately, CMS would like to 
develop an exception that “would meet the ‘no risk’ 
standard, would be sufficiently bright line to be 
enforceable and to facilitate compliance, and would be 
sufficiently flexible to foster beneficiary arrangements.”8   
 

The Final Rule is set to be published in the Federal 
Register on November 19, 2008, and CMS will accept 
comments on this exception for 90 days after that date.9
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