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Medicare Investigational Device Exemption (IDE) 
Preauthorization Checklist
IDE Acknowledgement letter date prior to January 2015
Instructions to Research Team: Use this checklist to verify that all the required information is present in your preauthorization packet. The information below is required by Noridian, Stanford’s CMS Medicare Administrative Contractor.
Important: It is the responsibility of the Stanford Principal Investigator to verify that all documentation provided is accurate. 
IDE number  _______________________________________ 

1. [image: image1.jpg]The name of the device (both trade, common or usual and classification name) and a narrative description of the device. Include a statement as to the devices similarities and differences from other products if not explicitly and clearly indicated in submitted documents. 

2. A copy of FDA approval letter (un-redacted)

3. A copy of the approval letter from the Stanford Institutional Review Board (IRB). 
(IRB approval letter must be provided if preauthorization time extension or update is submitted.) 
4. A description of the action(s) taken to conform to any applicable FDA and/or IRB special controls and/or other requirements, if applicable. 

5. A copy of the study protocol, including patient inclusion criteria. 

6. A copy or description of the Stanford’s protocol for obtaining informed patient consent.  Use the “Consent Background” information from Section 13 of eProtocol, or reference Stanford’s HRPP Chapter 12 and 14.6.
7. The coding that will be used to describe the service, procedure and device, on the claim. This information is typically provided in the industry sponsor’s CMS reimbursement materials and can be requested from the study sponsor.
8. The informed consent form. Form must clearly disclose the receipt of any payment(s) from an industry sponsor to Stanford and/or Principal Investigator (PI) specific to the study.  It must also be disclosed if no payments are to be made. Insert one of the following IRB-approved examples from “A” as well as the statement listed under “B” to the informed consent. 
A. Regarding the institution, add one of the following: 
i. <Insert company name> is providing financial support < “and materials” if applicable> to Stanford Medical Center for this study. 
ii.  <Insert company name> is providing materials but no financial support to Stanford Medical Center for this study. 
B. Regarding the PI, add the following statement if there is no conflict of interest statement.
i. Dr. <insert PI name> receives no direct compensation from <insert company name> for this study and has no financial interest in the company.

Information for Noridian Use Only
( Please Email Notification of Decision


	Provider  Name and Oscar Number
	Stanford Hospital & Clinics, 050441

	
	

	Primary Contact Person
	

	Name & Position
	Marija Cerelli, Patient Account Representative

	Address
	PFS Government Unit, SHC 

2465 Faber Place  MC 5566  
Palo Alto, CA  94303

	Telephone Number
	(650) 498-5711

	Email
	mcerelli@stanfordmed.org

	
	

	Secondary Contact Person
	

	Name & Position
	Kara Scott, Analyst 

	Address
	PFS Government Unit, SHC

2465 Faber Place  MC 5566  
Palo Alto, CA  94303

	Email
	kscott@stanfordmed.org
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