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	INVESTIGATOR DEVICE PLAN / DEVICE INFORMATION FORM

VA Long Beach Healthcare System

	 PRINCIPAL INVESTIGATOR   (Last, First, M.I., Degree)

     
	    PROJECT (MIRB) NUMBER


     
	 DATE

     

	PROJECT TITLE 

     


	1.  The PI’s proposed plan for receipt, storage, security, dispensation and destruction of the device:       

	2.  The PI’s proposed plan for ensuring that appropriate emergency information is available in case of device recall:       


	3.  The PI’s proposed plan for documenting device use in the subjects’ medical records:       


	4.  Prior data including risk assessment data previously done by the sponsor and FDA:       


	5.  Source of the device:      

6. Copy of IDE application and FDA letter indicating receipt of application, if applicable:       


	7. The expiration date of the device:       


	8. Evaluations of the safety of the device that are made by the Biomedical Engineering Department, if the device requires the use of electrical power:       

	Principal Investigator Signature
	Date
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