Medicare Coverage Determination Checklist (IDE)
Medical Director for the Medicare Administrative Contractor (MAC) must review and
approve or Central CMS review and posting on Website to complete Medicare coverage prior to subject enrollment.
Medicare Claims Processing Manual, Pub. 100-4 Ch.32, Sec.68.2 transmittal 951

	IRB #
	
	
	
	Department
	
	

	
	
	
	
	
	
	

	Study Title
	
	
	

	
	
	
	

	Device Information
Device

Approval type

Number



	Class
	
	( Class I   (General Controls)
( Class II  (Special Controls) 
( Class III (Pre-Market Approval) 

	
	Category
	( Category A (Experimental/Investigational)
( Category B (Nonexperimental and/or Investigational)
	

	Principal Investigator:
	
	
	

	National Provider Identifier:
	
	
	

	Address:
	
	Department of  
98xxxx Nebraska Medical Center

Omaha, NE 68198-xxxx
	

	Phone Number:
	
	402-55X-XXXX
	

	Fax Number:
	
	402-55X-XXXX
	

	E-Mail:
	
	
	

	Coordinator:
	
	
	

	Address:
	
	983280 Nebraska Medical Center

Omaha, NE 68198-XXXX
	

	Phone Number:
	
	402-55X-XXXX
	

	Fax Number:
	
	402-55X-XXXX
	

	E-Mail:
	
	
	


Documentation Checklist: One copy of each document listed below is required 
	


(   A screen print of study listing from central CMS website 
(   A non-redacted copy of FDA-approved post-approval letters provided to the sponsor or manufacturer 
(   A copy of the CMS coverage letter provided to the sponsor or manufacturer

(    A copy of the study protocol “Document contains proprietary information which Medicare contractor may not release under the 
                                                                       freedom of information act.”
(   A copy of the IRB stamped consent form that clearly describes the patient’s financial responsibility.
(   A copy of the IRB Approval letter. 
Shaded areas to be completed by Compliance Sr. Analyst (Zip.8102) or Clinical Trials Analyst (Zip 5588)
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