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AGGREGATE REVIEW FORM
This form is to document aggregate reviews occurring more frequently than annually for studies that do not have a DSMB.  For annual reviews, simply complete the Aggregate Review section of the Protocol Status Form at the time of Continuation Review

	IRB-HSR #:      
	PI Name:      
	Date of review:      

	Protocol Title:       

	1.
	What criteria were reviewed?

 FORMCHECKBOX 
 All adverse events (list subject numbers and AE names or tracking numbers OR attach listing)

 FORMCHECKBOX 
 Unanticipated Problems (list subject numbers and AE names or tracking numbers OR attach listing)

 FORMCHECKBOX 
 Protocol violations (list subject numbers and AE names or tracking numbers OR attach listing)

 FORMCHECKBOX 
 Audit results

 FORMCHECKBOX 
 Application of dose finding escalation/de-escalation rules 

 FORMCHECKBOX 
 Application of study designed stopping/decision rules

 FORMCHECKBOX 
 Early withdrawals (list subject numbers and AE names or tracking numbers OR attach listing)

 FORMCHECKBOX 
 Whether the study accrual pattern warrants continuation/action

 FORMCHECKBOX 
 Endpoint data

 FORMCHECKBOX 
 Other: (specify)      

	2.
	PI determination:

 FORMCHECKBOX 
  Risk/benefit profile for this study remains unchanged.  Study will continue without modification due to this review.

 FORMCHECKBOX 
  Additional risk of (insert) was identified.  The following modification to the study documentation will be required: (insert)

 FORMCHECKBOX 
  Risk/benefit profile has changed such that the risk of this study now outweighs any potential benefit.  The study will be closed due to this finding.

 FORMCHECKBOX 
  Based on the data, equipoise no longer exits.  It is clear that one arm of the study is more efficacious/safer than the other.  The study will be closed.  

 FORMCHECKBOX 
 Other:  (specify)

	PI signature:
	Date:       


Submitted by:      







Date:      
Website: https://research.virginia.edu/irb-hsr
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