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	MIRB#:
	     
	Prom#:
	     

	Title:
	     

	Principal Investigator:
	     
	Date:
	     


Check all boxes that apply:

	 FORMCHECKBOX 

	Protocol Deviation

	
	Please specify: (include notification to sponsor, if applicable)
     

	 FORMCHECKBOX 

	Data Safety Monitoring Board Report / Quarterly Safety Report

	
	Date:                          Are consent form changes required?    FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
If yes, please submit updated consent form as a protocol amendment for review and approval.

	 FORMCHECKBOX 

	Investigator Brochure Update

	
	Date:                          Are consent form changes required?    FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

If yes, please submit updated consent form as a protocol amendment for review and approval.

	 FORMCHECKBOX 

	Removal of Staff 

	
	A protocol amendment form must be completed for the ADDITION of staff.

Staff member(s) to be removed:       

	 FORMCHECKBOX 

	Other 

	
	     


____________________________________________                                    _______________________ 

Principal Investigator Signature





                  Date
	TO BE COMPLETED BY IRB REVIEWER:

	Does the submission represent:

An allegation of non-compliance?

A finding of non-compliance?

An unanticipated problem involving risks to participants or others?

A suspension or termination of IRB approval?
	 FORMCHECKBOX 
  Yes (follow policy on allegations of non-compliance)

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes (follow policy on allegations of non-compliance)

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes (follow policy on allegations of non-compliance)

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes (follow policy on allegations of non-compliance)

 FORMCHECKBOX 
  No

	If the answer all of the above questions is NO, no further action is required.

	 FORMCHECKBOX 
  Approved  
 FORMCHECKBOX 
  Disapproved           FORMCHECKBOX 
  Acknowledged

	Reviewer Conflict of Interest
Indicated by marking YES or NO if there are any financial conflicts of interest or arrangements of concern (describe below) that apply to the reviewer:

     
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	____________________________________________                                    _______________________ 

IRB Chair Signature







                  Date


IRB Received:
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