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Research Ethics Board (REB)

EXTERNAL SAFETY REPORT SUBMISSION FORM

This form is to be used for the submission of external safety reports to the Board that the Sunnybrook Principal Investigator (PI) considers to meet ALL of the following criteria:

· Serious AND

· Unexpected  AND
· Related (i.e. unlikely, possibly, probably, definitely) AND 
· Requires a change to the protocol and/or informed consent form and/or requires immediate notification to participants for safety reasons.

Principal Investigator (PI):      
REB Project Identification Number (PIN):      
Full Study Title:      

A copy of each of the following external safety reports is attached: 

	Manufacturer 

Report #
	Initial / Follow Up
	Type of Event
	Recommended Action (i.e. protocol/ ICF amendment; notify participants verbally; re-consent)

	
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


Person completing this form:
	Title: 
	First Name:      
	Last Name:      

	Dept/Div:      
	Institution:      

	Full Address:      
	Room Number:      

	Telephone:      
	Extension:      
	E-mail:      


Statement of Principal Investigator (PI):
	I have reviewed all of the clinically significant external safety reports listed above. I understand that it is my responsibility to retain copies of these reports in the Investigator study file as per Health Canada Regulations.   
_____________________________       ____________________________

Signature of Principal Investigator 
Date (dd.mmm.yyyy)


	Research Ethics Office Use Only




The Sunnybrook REB has reviewed the external safety reports as indicated above.

_____________________________________
   

Philip C. Hébert MD, PhD, FCFPC

    

Chair, Research Ethics Board
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