VAPORHCS Institutional Review Board

IRB3 Modification Checklist 

Principal Investigator:    
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 have a conflict of interest in reviewing this protocol, please contact an IRB Analyst via the Research Office at x55125 or pvamc-irb@va.gov immediately so that this review may be reassigned.

Type of document(s) revised/reviewed:
 FORMCHECKBOX 
 Protocol       FORMCHECKBOX 
 Personnel Change        FORMCHECKBOX 
 Consent Document         FORMCHECKBOX 
 Recruitment  
 FORMCHECKBOX 
 Waiver Request          FORMCHECKBOX 
 Other: 
	
	Yes
	No

	1. Has information arisen that might affect the willingness of participants to continue to take part in the research? (If NO, skip to 2)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	a. If YES, will the information be provided to those participants?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Does the modification change the risks to subjects?  (If NO, skip to 3)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	a. Are the risks to subjects still minimized using procedures consistent with sound research design and not unnecessarily exposing subjects to risk?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Are the risks to subjects still minimized, when appropriate, by using procedures already being performed for diagnostic/treatment purposes?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Are the risks still reasonable in relation to anticipated benefits?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Does the modification change the risk level of the study? (If NO, skip to 4)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	a. If YES, indicate the new risk level of the study:      
	
	

	4. Does the modification change the privacy/confidentiality measures for this study? (**If YES, ISSO & PO must review.) (If NO, skip to 5)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	a. Are there still adequate provisions to protect the privacy of subjects?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Are there still adequate provisions to maintain the confidentiality of subjects?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Is the selection of subjects still equitable?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Does the modification change the Informed Consent process or documentation? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	a. Will informed consent still be appropriately sought or does the study still meet the criteria for a waiver of informed consent? (see the Initial/Continuing Review Checklist for guidance)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. If Informed Consent is documented, is the consent form still appropriate?

 FORMCHECKBOX 
 N/A – no consent, waiver is appropriate
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. Does the modification change the data monitoring? (If NO, skip to 8)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	a. Does the research plan still make adequate provision for monitoring the data?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. Does the modification change the involvement of vulnerable subjects? 
 FORMCHECKBOX 
 N/A – no vulnerable subjects, skip to 9
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	a. Does the study (still) have appropriate additional safeguards to protect the rights and welfare of vulnerable subjects?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Have VA requirements been met for the inclusion of those with impaired decision-making capacity (see the Initial/Continuing Review Checklist)    FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9. If multi-site, is there a change in protections of subjects at other sites?  
 FORMCHECKBOX 
 N/A - not Multi-Site 
	 FORMCHECKBOX 

	 FORMCHECKBOX 



EXPEDITED REVIEW ONLY: Modifications may be reviewed and approved by expedited procedures if the amendment presents a minor change in previously-approved research during the period for which approval is authorized. Based on the responses selected above, is this modification appropriate for expedited review?     Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

Recommendation:

 FORMCHECKBOX 
 Outright Approval (no changes are needed)
 FORMCHECKBOX 
 Contingent Approval (specific minor changes are needed)

 FORMCHECKBOX 
 Table (Convened IRB review only. Substantive issues must be resolved)
 FORMCHECKBOX 
 Disapproval (Convened IRB review only. The modification should not be implemented. The IRB will only reconsider if compelling reasons are presented)
Reviewer comments:
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