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Jacksonville – IRB-03

	Adverse Event Report
Non-Reportable Event

	Please provide contact information for a representative who can answer any questions that the IRB might have concerning this submission:
	

	Name:
	     
	

	Position:
	     
	

	E-mail:
	     
	

	Phone #:
	     
	

	Pager #:
	     
	

	2nd Contact:
	name + e-mail or phone #
	

	Group:
	     
	


	Form Instructions:
· DO NOT USE THIS FORM unless you are reporting a event that (1) has occurred to subject enrolled on a different protocol at a different site, or (2) meets other IRB-03 criteria for non-reporting.  Please see our Adverse Event Evaluation & Reporting Guide at http://irb.ufl.edu/irb01/formsinstruct.htm for more information about what events need to be reported to IRB-03 and how to report these events.
· Submit one copy of signed original and one electronic copy.  


ALL QUESTIONS MUST BE ANSWERED and

VERSION DATE MUST BE ADDED TO FOOTER
1. Date:        

2. Principal Investigator       UF ID#      
3. IRB Project #      
4. Project title      
5.  
Are the attached SAE forms for subjects who are enrolled (either locally or at another site) on the above protocol?
 FORMCHECKBOX 
 FORMCHECKBOX 
 FORMCHECKBOX 

No, the attached events happened to subjects enrolled on a different protocol(s).   IRB-03 does not require you to report these events.  If your sponsor requires you report these events, please answer question 6.
 FORMCHECKBOX 

Yes, the attached events happened to subjects enrolled on the above named protocol.  


a. Do all of the attached events meet all of three of the following criteria: 
(1) all events are NOT Serious AND Unexpected, 
(2) all subjects were NOT enrolled locally, and
(3) the study has a DSMB and/or Sponsor Oversight committee.  
 FORMCHECKBOX 

Yes – all of the attached events meet all three of the above criteria.  IRB-03 does not require you to report these events.  If your sponsor requires you report these events, please answer question 6.
 FORMCHECKBOX 

No – all of the attached events do NOT meet ALL three of the above criteria.  DO NOT USE THIS FORM TO SUBMIT THESE EVENTS.  Please use our Adverse Event Evaluation & Reporting Guide available at 

http://irb.ufl.edu/irb01/formsinstruct.htm to determine how to report these events.

	6.
	Please describe which events you are submitting (subject identifier(s) with date of event, event reference numbers, etc.):      


	
	

	
	

	
	
	

	Signature of PI

Error: Reference source not found

	
	Date


	Received by IRB-03 office on date of the signature below:



	
	
	

	Signature of IRB-03 Staff


	
	Date


This box is for IRB-03 use ONLY.
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Non-Reportable AER(s) 

Version date: 11/24/09

PI Version date: 
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