



INVESTIGATIONAL DEVICE EXEMPTION (IDE)

Medicare Billing Authorization Checklist

Virginia Mason Medical Center (VMMC) may submit claims for Medicare reimbursement of investigational devices only after obtaining billing authorization from Noridian Medicare, VMMC’s Medicare Fiscal Intermediary (FI).  To ensure compliance with this requirement, Research Staff must complete the actions detailed below.  The Medicare approval letter must be received, this checklist completed and copies forwarded (as indicated below) PRIOR TO ENROLLING SUBJECTS IN ANY IDE-RELATED STUDY.  Note: this process only applies where we will be billing a third party payer for any protocol-specific services.
Study Title:













Sponsor:





IRB:


IRB#:



Funding#:
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IDE#:



Coordinator:




Phone:




	Item
	# Copies 
	Date Sent
	Date Approved 

	Medicare Packet

· Cover Letter

· Medicare A & B Checklists (FRM 0023, 0024)
· Device Description

· FDA-IDE Letter(s)

· IRB Approval Documents (e.g., Approval Letter, and stamped IRB approved Protocol, ICF, etc)
· Completed Contract

· Completed Medicare Budget Sheet with CPT codes (provided by CRP Accounting Manager)
· CRP ICF Procedure (GCP 0004)
· Clinical Research Billing Procedure (GCP 0019)
	3

1

3

1

1

1

1

1

1
	
	

	Medicare Part A Approval Letter
	4
	
	

	Medicare Part B Approval Letter
	4
	
	

	Copy of the this completed checklist and Medicare approval document(s) to:

· Regulatory Compliance Manager, IN-RC

· CDM Supervisor, M6-PFS

· Hospital Billing Supervisor, M4-PAH

· CRP Administrative Assistant, IN-RC
	4
	
	

	Copy of all documents is filed in the study administrative file.
	N/A
	
	


If you have any questions regarding completion of the process or form, please contact 

BRI’s Regulatory Compliance & Education Manager at x10781.

FRM 0022.B

                         Effective Date:  5-Feb-2007 


