Baycrest REB 
Unanticipated problem reporting form

*Please refer to the following document on the Baycrest REB website: Baycrest REB SOP 407 – Unanticipated Problems; 

	I. GENERAL INFORMATION

	Study Title:
	Date of Report:

	Principal Investigator:
	Date of Event:

	Study Sponsor (if applicable):
	Location of Event:

	REB#:
	

	Type of Report
	☐ Initial          ☐ Follow-Up          ☐ Final

	Event Classification
	☐ Adverse Event  (AE)         
☐ Serious Adverse Event (SAE)      
☐ Privacy or Confidentiality Breach       
	☐ Data Security Incident      
☐ Unanticipated Problem Involving Risk
☐ Other (describe):




	
II. EVENT DESCRIPTION

	Describe the Unanticipated Problem (include what happened, who was involved, how it was discovered, including why it is considered an unanticipated problem; concomitant illness; past medical history; medications; relevant test results, etc.). *attach the completed sponsor’s serious adverse event (SAE) form (if applicable):







[bookmark: _GoBack]





	Was the event expected?


	☐ Yes          ☐ No

	Was the event related to the study?


	☐ Yes          ☐ No          ☐ Uncertain

	Did the event place participants at a greater risk of harm?

	☐ Yes          ☐ No

	Number of participants affected (if any):

	

	Describe the participant’s outcome to the event:


	



	III. ACTIONS TAKEN

	Describe the research team’s response to the event:





	Describe the planned or recommended corrective and preventative actions:




	Does the Adverse Event(AE) / Unanticipated Problem require change(s) to the consent form(s)?
 If yes, submit the changes using the ‘Amendment and Administrative Change Request Form’.

	☐ Yes         ☐ No


	Should study participants be notified of this Adverse Event(AE) / Unanticipated Problem?


	☐ Yes         ☐ No
If no, please explain:


	Is this a reportable Serious Unexpected-Adverse Drug Reaction (SU-ADR) to Health Canada?

	☐ Yes         ☐ No


	
Principal Investigator / Study team’s comments:







	IV. REPORTING STATUS

Was the event reported to:


	Sponsor
	☐ Yes          ☐ No           ☐ Not applicable

	Health Canada, FDA, or other regulatory body
	☐ Yes          ☐ No           ☐ Not applicable

	Institutional Privacy Office
	☐ Yes          ☐ No           ☐ Not applicable

	Other (specify):
	









DECLARATION BY PRINCIPAL INVESTIGATOR / Co - INVESTIGATOR
I attest that I as the Principal Investigator (PI) or Co-Investigator (Co-I) have reviewed the Adverse Event(AE) / Unanticipated Problem and its safety implications, assessed the relationship of the Adverse Event(AE) / Unanticipated Problem to the research study and attest to the accuracy of this report.




	
	
	
	
	

	Printed Name of Principal Investigator 

	
	Signature*
*Original Ink or electronic/digital signature
	
	Date
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