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Appendix F: Use of Devices in Research

This application form is based on the University of Minnesota IRB's Appendix F form and has been adapted with their permission.
The Investigational Device Exemption (IDE) Regulations describe two types of devices studies, “significant risk”(SR) and “non-significant risk”(NSR). See 21 CFR 812 and FDA Information Sheet on Medical Devices)

The IRB is required to document the basis for risk determination based on the proposed use of a device in the research by considering the nature of the harm that may result from the use of the device. FDA has the ultimate decision in determining SR and NSR. 

	Principal Investigator:
	     

	Project Title:
	     


1. Identify the Device(s)

	Name of Device
	Manufacturer

	      
	     


2. Regulatory Status

	Name of Device:      

	If this device has an IDE, fill in the blanks below indicating who holds the IDE and skip the questions to the right. If not, fill in the questions to the right.

IDE #:      
Investigator:      
Provide a copy of the transmittal letter for the IDE.
Manufacturer:      
Other:      
	This device is lawfully marketed in the U.S.
	 FORMCHECKBOX 
 yes   FORMCHECKBOX 
 no

	
	Is the device to be used in this study used for the same indications as the marketed device?
	 FORMCHECKBOX 
 yes   FORMCHECKBOX 
 no

	
	The device is intended as an implant?
	 FORMCHECKBOX 
 yes   FORMCHECKBOX 
 no

	
	The device is to be used in supporting or sustaining human life?
	 FORMCHECKBOX 
 yes   FORMCHECKBOX 
 no

	
	The device is used in diagnosing, curing, mitigating, treating disease, or impairment of human health?
	 FORMCHECKBOX 
 yes   FORMCHECKBOX 
 no


3. Has another IRB determined that there is significant risk?


 FORMCHECKBOX 
 Yes. Include documentation.

 FORMCHECKBOX 
 No.

4. Having consulted the sponsor’s recommendations, the FDA regulations and Information Sheet, this project meets criteria for risk characterized as:

	
	IRB Use Only

	 FORMCHECKBOX 
 Significant Risk (IDE required)
	 FORMCHECKBOX 


	 FORMCHECKBOX 
 Non-significant Risk (no IDE required)
	 FORMCHECKBOX 



Attach documentation that includes sponsor’s recommendation or reports of prior investigations 

with this device.
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