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Implementation of Medicare Secondary Payer Mandatory Reporting Provisions in 

 Section 111 of the Medicare, Medicaid, and SCHIP Extension Act of 2007 
(See 42 U.S.C. 1395y(b)(7) & (8)) 

 
 
 
 

ALERT: Clinical Trials & Liability Insurance (Including Self-Insurance), 
 No-Fault Insurance, and Workers’ Compensation  

 
 
 
When payments are made by sponsors of clinical trials for complications or injuries arising out of the 
trials, such payments are considered to be payments by liability insurance (including self-insurance) 
and must be reported. The appropriate Responsible Reporting Entity (RRE) should report the date 
that the injury/complication first arose as the Date of Incident (DOI). The situation should also be 
reported as one involving Ongoing Responsibility for Medicals (ORM).  
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