Reviewer Checklist for Study Closure
	Reviewer:       
                                                                           Principal Investigator:       
Protocol #:      
Submission ID:       







	Reviewer Guidance

	The completion or termination of the study is a change in activity and must be reported to COMIRB. The Study Closure submission allows COMIRB to close its files and provides information that may be used by COMIRB in the evaluation and approval of related studies.
Investigators are required to submit a continuing review form, and a cover letter explaining the reason for closure. Any new safety reports, abstracts or publications, summaries of protocol deviations/violations and/or adverse events should also be submitted as applicable.

Study closures are reviewed under expedited procedures as a minor change to approved research. However, if closing the research involves increased risks to subjects, the reviewer may defer the study closure to full board.


	SUMMARY OF FINDINGS AND RECOMMENDATIONS

	
	YES
	NO
	Comment or N/A

	1. Have any unanticipated problems, protocol violations, or noncompliance occurred since the last Continuing Review?

       ► If yes, has the IRB been properly informed?
	

	

	     

	2. Have there been any interim findings, Medwatch reports, DSMB reports, safety officer or medical officer reports?

 ► If yes, is there anything that should be communicated to past subjects?
	

	

	     

	3. Is the number of subjects enrolled consistent with the IRB approved number?
	
	
	     

	4. Do the subject withdrawals indicate a problem?
	
	
	     

	5. Is verification needed from other sources that no material changes have occurred since the previous IRB review? (e.g., if history of investigator non-compliance, if indications in submission that material changes have occurred without IRB approval, if protocol involves unusual risks to subjects)
	
	
	     

	6. Is a new recruitment database protocol needed?
	
	
	     

	7. Is a new bio/data-bank protocol needed?

Not applicable to multi-site research in which UCD or affiliate institution is NOT the central site and the samples/data are sent to the central site for banking.
	
	
	     


Comments:      

_     ___________________________________       ____

Reviewer
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