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Bannatyne Campus Research Ethics Boards


P126-770 Bannatyne Avenue



Winnipeg, Mb R3E 0W3

Phone: (204) 
Phone: (204) 789-3255

Winnipeg, Mb 



BANNATYNE CAMPUS RESEARCH ETHICS BOARD

Local Adverse Event/Unanticipated Problems Form (Follow-up)
(Submit this form for new/modified information regarding a previously reported local adverse event or unanticipated problem)
REPORT #
	If acknowledgement of receipt is required, please include 2 copies of this form and a self addressed (postage attached for external mail) return envelope.
Do not include a cover letter with the submission.  FAX SUBMISSIONS are not accepted at this time.



	Report # of follow-up to REB (1, 2, 3…etc.)  Do not use this form for initial reporting of the adverse event/unanticipated problem
	


	1. Date of Report:
	
	2. Ethics Reference Number:
	

	3. Sponsor Protocol Number:
	
	4.  Sponsor:
	

	5. Study Title(s):
	

	6.    Principal Investigator(s):
	


	Section A:  Serious Adverse Event or Unanticipated Problem


	7.  Affected Participant Study ID #
	
	8.  Age of participant
	


	8.  Event Diagnosis as per previous report

	


	9. Start Date(as per previous report)
	


	10. Date of initial report
	


	Section B:  Changes from Previous Report


	
	Previously Reported Information
Do not attach medical records, x-Ray reports, etc.  The REB will contact you if this information is required
	New/Modified Information
Do not attach medical records, x-Ray reports, etc.  The REB will contact you if this information is required

	11a
	
	

	11b
	
	

	11c
	
	

	11d
	
	

	11d
	
	

	11e
	
	

	11f
	
	

	Section C.  Outcome of the Previous Event


	12.  Was the event ongoing at the time of this report?
	    FORMCHECKBOX 
 Yes *                        FORMCHECKBOX 
 No              FORMCHECKBOX 
  Unknown *

	*Continue to submit new/modified information to the REB and sponsor until the event resolves.


	Section D.  Signature


	Signature of Principal Investigator or Co Investigator
I, the undersigned, attest that I have reviewed this Local Adverse Event Report/Unanticipated Problems Form.

	
	

	Signature
	Date(yyyy/mm/dd)


	For Research Ethics Board Use only

	The local adverse event/unanticipated problem will be reviewed and screened by the REB coordinator and REB Chair.


	Signature of REB Coordinator: 

	
	

	Signature
	Date(yyyy/mm/dd)

	Additional review required?
	 FORMCHECKBOX 
 No – does not meet submission criteria

 FORMCHECKBOX 
 No – other (please specify): _____________________________________

 FORMCHECKBOX 
 Yes – PI has indicated amendment will be submitted.

 FORMCHECKBOX 
 Yes, by REB Chair/Designate REB member 

 FORMCHECKBOX 
 Yes, by other (please specify): ___________________________________



	REB Coordinators Notes Chair/Designated REB member:

     



	REB Chair/Designated REB member Review(if applicable as per notes):

	Unanticipated problem (unexpected; related or possibly related; places participants/others at greater risk of harm than previously known)?
	 FORMCHECKBOX 
 Yes (Notify committee via appendences)

 FORMCHECKBOX 
 Yes (Place on full board agenda for discussion)  

 FORMCHECKBOX 
 No (Full Committee review not required)

	Additional actions/information needed?
	 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes 
If yes, please specify:______________________________________




	REB Chair/Designated REB member Signature:

	
	

	Signature
	Date(yyyy/mm/dd)
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