


	

	


[bookmark: _GoBack]Reviewer Checklist for Miscellaneous Reports  





This form is to be used to process documents received for review for which there is no other checklist to document the review by a voting member of the VA Central IRB.  

Section 1:  Project Identification  (To be completed by VA Central IRB Manager)
	VA Central IRB Number
	

	Title of Project
	

	Reporting Site 
	

	Reviewer:
	



Section 2:  Information Received  (To be completed by VA Central IRB Manager)                                            
	Check one or more of the following types of documents received for review and attach documents to this checklist.

	Type of Information
	
[bookmark: Check346]|_|  Information requested by VA Central IRB during initial review and approval 
     of PI/SC or LSI Application when the information became available, i.e.,  
      DMC Charter; DUA.

[bookmark: Check347]|_|  RCO Audit Report   List type and date:          

[bookmark: Check349]|_|  Other Audit Report  Specify agency:          

|_|  Local Site Closure Report(s)   List sites:  

|_|  PI/SC Project Closure Report

|_|  Response to Request for Information or Corrective Plan for a reported SAE 
      or Protocol Deviation

|_|  Other  (Specify):       


	
Additional Comments by VA Central IRB Manager if Applicable

	 
 Comments:  







Section 3:   Reviewer Recommendation   (To be completed by Reviewer)
	Check one or more of the boxes below as applicable:

	|_|   No action is required; the information should be filed in the project folder.  

|_|   No further review is needed; the information should be filed in the project folder; however, 
report to VA Central IRB as an informational item.  If a closure report, the local site and/or project closure is approved and this action reported at the next convened meeting of the VA Central IRB..

[bookmark: Check351][bookmark: Text1]|_|   Review by another reviewer or entity is required.  Specify:       

|_|   Review by Convened VA Central IRB is required.  If additional information is needed prior to
       review at the convened meeting, specify below under “Comments.”

|_|   Additional information is needed as specified below before this issue can be closed out.


	Comments:       









	
 |_|   I do not have any conflict of interest concerning the above study.





                                                                                                       
________________________________________________         _____________________________
Printed Name of VA Central IRB Reviewer                                  Date                                                                      
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