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Bannatyne Campus Research Ethics Boards


Non-Local Serious, Unexpected Adverse Events Form

Please provide the REB office with one copy of this form for each study listed and highlight the ethics reference number.
	Is Acknowledgement of Receipt Required?   Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 

(If Yes, please include an extra copy of this form to be used as the receipt, and supply a self-addressed return envelope or mailing label.  Photocopies of the returned copy can be made upon receipt for each study file.)

	Principal Investigator (s):     
	Sponsor:      
	Date Submitted:       

	Ethics Reference Number:       
	Protocol Number:       

	Protocol Title:         

	Ethics Reference Number:       
	Protocol Number:       

	Protocol Title:         

	Ethics Reference Number:       
	Protocol Number:       

	Protocol Title:         

	
	Do any of these studies have an Independent DSMB?: YES  FORMCHECKBOX 
  NO   FORMCHECKBOX 
   List those Ethics numbers with DSMB:      

	Reactions or Events that are:  Not Serious, Not Related or Expected. DO NOT have to be reported to the Bannatyne Campus Research Ethics Board.


	Identification Code

[Also indicate type of report: initial (I) or follow-up report (F/U)]
	Age

/Sex
	S=Serious

N=Not serious 
	Related?

R= Related or Possibly Related

U=Unknown or Unexpected

N= Not Related
	U= Unexpected 

E=Expected
	Reaction or Event Description

Make description very brief

(e.g. Syncope – hypotension due to treatment)


	Event listed in Information and Consent Form (ICF) and Comments

Y = Yes

N = No

	     
	     
	     
	     
	     
	     
	Y FORMCHECKBOX 
  N FORMCHECKBOX 
        

	     
	     
	     
	     
	     
	     
	Y FORMCHECKBOX 
  N FORMCHECKBOX 
        

	     
	     
	     
	     
	     
	     
	Y FORMCHECKBOX 
  N FORMCHECKBOX 
        

	     
	     
	     
	     
	     
	     
	Y FORMCHECKBOX 
  N FORMCHECKBOX 
        

	     
	     
	     
	     
	     
	     
	Y FORMCHECKBOX 
  N FORMCHECKBOX 
        

	Additional rows may be inserted to accommodate more SAEs.   To add rows:  On the main tool bar go to Table -  Insert -  Rows below.
Do NOT attach International Safety Reports or sponsor Serious Adverse Event (SAE) reports.  Retain these reports in your study file.


I confirm to the Research Ethics Board that I have reviewed the relevant international safety report or sponsor generated SAE reports(full reports), and in my opinion:

 FORMCHECKBOX 
 Study participants do not require notification of these SAEs.

 FORMCHECKBOX 
 No change is required to the protocol or the Participant Information and Consent Form as a result of this new information

 FORMCHECKBOX 
 The Protocol requires an amendment.  The rationale and specific changes have been submitted in an amendment summary.

 FORMCHECKBOX 
 The Participant Information and Consent Form require changes.  A revised consent form has been submitted with all changes highlighted or underlined.
When this form is submitted for more than one site with different Principal Investigators, please ensure each Principal Investigator (or delegated Co-Investigator) signs the form.  These signatures can be obtained via fax from each Principal Investigator or Co-Investigator.
Signature: _______________________________________


Date (dd/mm/yy):_____________________________

NOTE:  Signature must be that of the Principal or Co-investigator
Signature: _______________________________________


Date (dd/mm/yy):_____________________________

NOTE:  Signature must be that of the Principal or Co-investigator
Signature: _______________________________________


Date (dd/mm/yy): ____________________________

NOTE:  Signature must be that of the Principal or Co-investigator
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