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	PRINCIPAL INVESTIGATOR:       

	TITLE OF STUDY:      

	1. Where and how will the device be stored at the Ann Arbor VA Medical Center?


     
2.  How will the device be secured?


     
3.  Who will have access to the device? 


     
4.  Who will be accountable for the secure access and storage of the device? 


     
5.  How will the dispensing and utilization of the device be tracked? 

     
6.  How will the tracking records pertaining to the device be maintained?

     
7.   Who will be responsible for proper dispensing, utilization and tracking records for the device?

     
Attach the following to this application:
· A copy of the sponsor/manufacturer information (including name, description, FDA status, any previous IRB reports, and risks). 

· This may include IDE application and an investigator’s brochure.
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_____________________
Signature of Principal Investigator  
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