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Research Ethics Board, Room 1333 
222 St. Patrick Street

Toronto, Ontario, M5T 1V4

416 596 3101 x 2340
www.michener.ca

	Research Ethics Board (REB) – Adverse Event Report
	FORM 4


	Project Identification Number:
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	Principal Investigator:
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__________________________________________________________________________________
1. Date of initial REB approval:
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2.  Date of Adverse Event (AE):
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3.  Summary of AE:
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4. Step by step details of the action(s) taken immediately following identification of AE:
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5. Does this protocol deviation affect the integrity of the study?

If yes, please describe
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6. Was AE attributable to a study procedure?
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7. Was this AE expected?  
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8. Has this type of AE previously occurred in this / related study?

If yes, please describe
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9. Is this type of AE likely to happen again?
10. Were changes to the study immediately implemented as a result of this AE to eliminate or reduce risk to participants?
If yes, please describe an submit Notification form to REB for review
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11. Will any changes to the study be required as a result of this AE?
If yes, please describe and submit Amendment form to REB for review
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12. Number of participants that were affected?
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13. Were participants discontinued from study as a result of AE?
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14. Is there a plan to follow up with the participant(s)?

15. Information of person completing this form:
	Title
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	Telephone
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	Last name
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	Pager
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	First Name
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	Fax
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	Dept/Div
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	Email
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	Program:
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	Address
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	Room
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16. Statement of the Principal/Qualified Investigator

PRINCIPAL INVESTIGATOR AGREEMENT-I assume full responsibility for the scientific and ethical conduct of this study as described in the application and submitted protocol and agree to conduct this study in compliance, where applicable, with the Tri-Council Policy Statement, ICH GCP Guidelines, Part C Division 5 of the Food and Drug Regulations, Part 4 of the Natural Health Products Regulations, Part 3 of the Medical Devices Regulations, the Ontario Personal Health Information Protection Act, The Michener Institute Research Code of Conduct and any other applicable regulations or guidelines.   I certify that all researchers and other personnel involved in this project at this institution are appropriately qualified or will undergo appropriate training to fulfill their role in this project.

I attest that I have assessed all the implications (particularly safety) of this adverse event and will not implement any amendment(s)/change(s) without approval from the Research Ethics Board unless for the sake of the immediate protection of research participant(s) or where the change involves only logistical or administrative aspects of the study
I confirm that I am aware of the protocol deviation(s) listed here and have assessed the impact of the deviation(s) with regards to the safety and integrity of the study
	Signature:
	
	Date:
	


RESEARCH ETHICS BOARD OFFICE USE ONLY
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	REB Chair, The Michener Institute
	
	Date
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________________________________________________________________________________________


Research carried out at or in collaboration with the Michener Institute or its faculty and staff is, where applicable, compliant with the Tri-Council Policy Statement (TCPS 2), ICH GCP Guidelines, Part C Division 5 of the Food and Drug Regulations, Part 4 of the Natural Health Products Regulations, Part 3 of the Medical Devices Regulations, the Ontario Personal Health Information Protection Act and The Michener Institute Research Code of Conduct.
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