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	SUPPLEMENTAL FOR DEVICE RESEARCH



Sponsor:       



Protocol #:      
For studies using two or more devices, provide this form for each device:
	1.
	Device name:
	     

	COMPLETE THE FOLLOWING SECTION FOR AN FDA APPROVED/CLEARED DEVICE

	2.
	FDA APPROVED/FDA CLEARED DEVICE: 
A. Complete the appropriate information below:

 FORMCHECKBOX 
  FDA Approved via PMA – Pre-Market Approval #       
OR

 FORMCHECKBOX 
  FDA Cleared via 510(k) – Pre-Market Notification #       
B. Is the device being studied in accordance with its labeling?  FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes. If no, proceed to next section.
C.   Attach FDA documentation of the PMA or 510(k). 

	COMPLETE THE FOLLOWING SECTION FOR AN INVESTIGATIONAL SIGNIFICANT RISK (SR) DEVICE

	3. 
	SIGNIFICANT RISK (SR) DEVICE:
A. Complete the appropriate information below:
 FORMCHECKBOX 
  IDE – Investigational Device Exemption #        

OR 

 FORMCHECKBOX 
 Pending; Date the IDE application was submitted to the FDA      
B.  Who holds the IDE?   FORMCHECKBOX 
  Sponsor   FORMCHECKBOX 
  Investigator
C.  Attach the FDA letter indicating IDE status (Sponsor’s protocol indicating the IDE# will also be accepted).

	COMPLETE THE FOLLOWING SECTION FOR AN INVESTIGATIONAL NON-SIGNIFICANT RISK (NSR) DEVICE

	4.
	NON-SIGNIFICANT RISK (NSR) DEVICE:
A. Provide a rationale for the determination of non-significant risk.      
B. The study must be conducted in accordance with the Abbreviated IDE regulations in 21 CFR 812.2(b) in addition to 21 CFR Parts 50 and 56 and these requirements must be included in the protocol.
C. Please identify protocol page(s) where the above information can be found:      


	Sponsor:   REF Sponsor   




Protocol #:   REF Protocol 


	COMPLETE THE FOLLOWING SECTION FOR AN EXEMPTED INVESTIGATION

	5.
	EXEMPTED INVESTIGATION:
          A. Identify the criteria which exempts the device from IDE (Refer to 21 CFR 812.2(c) for guidance to identify how your research meets these criteria):

 FORMCHECKBOX 
 21 CFR 812.2(c)(1) 


 FORMCHECKBOX 
 21 CFR 812.2(c)(2)  


 FORMCHECKBOX 
 21 CFR 812.2(c)(3)(i - iv)  



 FORMCHECKBOX 
 21 CFR 812.2(c)(4)  

 FORMCHECKBOX 
 21 CFR 812.2(c)(7) 

B.   Provide a rationale of how the research meets the category indicated above.      

	COMPLETE THE FOLLOWING SECTION FOR INVESTIGATOR-INITIATED/SPONSORED RESEARCH

	6.
	INVESTIGATOR-INITIATED/SPONSORED RESEARCH:
A. The Investigator must oversee and conduct the clinical trial in compliance with the Sponsor and Investigator regulations in 21 CFR 812 as identified below and these requirements must be included in the protocol. Check the appropriate box:
 FORMCHECKBOX 
 SR IDE studies - 21 CFR 812 in addition to 21 CFR 50, 56 
OR
 FORMCHECKBOX 
 NSR Abbreviated IDE studies - 21 CFR 812.2(b), 21 CFR 812 Subparts C, E, and G, in addition to 21 CFR 50, 56 
B.  Please identify protocol page(s) where the above information can be found: :      

	STUDY DOCUMENTS

	7.
	Is the Device Manual (or equivalent) included?
	 FORMCHECKBOX 
  No                       

 FORMCHECKBOX 
  Yes (version and date):       

	8.
	Is the Patient/Participant User’s Manual included?
	 FORMCHECKBOX 
  No  


 FORMCHECKBOX 
  Yes (version and date):       
 FORMCHECKBOX 
  N/A  

	9.
	Is a report of prior investigations included? 
	 FORMCHECKBOX 
  No  
 
 FORMCHECKBOX 
  Yes (supporting documents attached)        


	
	I confirm that the submitted draft consent contains known important and common adverse events of devices to be used in the proposed research study, including potential adverse events that may cause a disruption in study participation.

	PI Initials(Single-site investigator) OR
PM initials (Sponsor Rep for Multi-Investigator Study)
	


	Sponsor:   REF Sponsor   




Protocol #:   REF Protocol  


LIST OF ATTACHMENTS:

	REQUIRED DOCUMENTS:
 FORMCHECKBOX 
 FDA documentation of approval for PMA or clearance of 510(k)
 FORMCHECKBOX 
 Device Manual or equivalent

 FORMCHECKBOX 
 Report of prior investigations (including previous safety information)
 FORMCHECKBOX 
 For ALL studies with an IDE: Documentation from the Sponsor or the FDA that verifies the IDE number (the protocol may serve as documentation if the protocol is imprinted with the IDE #)
 FORMCHECKBOX 
 Attached explanation for ALL questions where a rationale or description is indicated. 
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