PVAMC Institutional Review Board

            


Finalization Report Checklist
	Principal Investigator:
	     

	Project Number (ID#):
	     
	Review Date:  
	     

	IRB Primary Reviewer:      
Reviewer attestation: by entering my name above, I am confirming that I completed this review and did not have a conflict of interest with this protocol.


If you do have a conflict of interest in reviewing this protocol, please contact an IRB Analyst via the Research Office at x55125 immediately, so that this review may be reassigned.
	
	Yes
	No

	1. Was the number of research participants enrolled in this research project within the number approved by the IRB?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. If any of the following are now being reported to the IRB with this finalization report, do any of them need follow-up prior to finalizing the study?   FORMCHECKBOX 
 N/A – study did not include direct participant interaction, or none of the following are being reported now 

	a. Participants who withdrew or complained about the research process
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Participants withdrawn from the study by the investigator
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Anticipated or Unanticipated, serious or fatal adverse events
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. Participants who claimed injury from participating in this research project
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Are there any unanticipated problems that need follow-up prior to finalizing the study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. If the study included analysis of specimens sent to a non-VA facility, is there documentation that the remainder of the specimens were returned or destroyed by the non-VA facility?

 FORMCHECKBOX 
 N/A – study did not include sending specimens to non-VA facility
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Will analysis continue with de-identified data per question 10 on the Finalization Report?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Are there significant findings resulting from the research that should be reported to the research participants?  (If NO, skip to “Recommendation”)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	a. If YES to 6 what are the findings?       

	b. Is there an appropriate plan for reporting the findings to participants?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. If NO to 6b, how should the findings be reported to participants?

  FORMCHECKBOX 
  Letter

 FORMCHECKBOX 
  At Next Clinic Visit

 FORMCHECKBOX 
  Other:      

	
	
	

	If “Yes” to 5, is confirmation of receipt of the linking document attached to the report?
	 FORMCHECKBOX 

	 FORMCHECKBOX 



Recommendation:

 FORMCHECKBOX 

Approve finalization as presented.


 FORMCHECKBOX 
  Finalization of this research project is not appropriate as presented.

 FORMCHECKBOX 
   The Principal Investigator must inform research participants of the findings, as indicated in 6C above, prior to finalization of this research project.  



 FORMCHECKBOX 
    Additional Information must be requested.  (Explain in the “Comments” section)
Comments:  
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