	Use of Investigational Device 
Check one of the following and complete relevant column:

	 FORMCHECKBOX 
 Investigational device study


 FORMCHECKBOX 
 Significant risk device


 FORMCHECKBOX 
 Non-significant risk device
	 FORMCHECKBOX 

Treatment use of investigational device (device 
is intended to treat or diagnose a serious or 
immediately life threatening disease or 
condition)


	Name of investigational 
Device

 Generic:



Commercial: 
	     
     
	Name of investigational device
Generic:

Commercial: 
	     
     

	Manufacturer:
	     
	Manufacturer:
	     

	IDE number:
	     
	IDE number
	     

	Name of person or firm holding IDE#:
	     
	Name of person or firm holding IDE #:
	     

	Address of person or firm holding IDE#:
	     
	Address of person or firm holding IDE#:
	     


Description of the device, including regulatory classification:
     
Description of subject selection criteria and monitoring procedures:

     
Known risks and hazards:

     
Has another IRB reviewed? 
 FORMCHECKBOX 
 Yes
     FORMCHECKBOX 
 No
If yes, what was determination of risk?   FORMCHECKBOX 
 SR    FORMCHECKBOX 
 NSR
Attach the following:
· IDE application or determination that study is exempt from IDE regulations;
· Reports of prior investigations of the device;
· Investigational plan;
· Letter from sponsor indication significant risk device or non significant risk device;

· Copies of relevant FDA correspondence related to the IDE; and
· Manufacturer brochure or information from the manufacturer describing device.
