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                                                                       Contact the Research Ethics Office: REB@bruyere.org
                                                                                                       Visit the REB Website: https://www.bruyere.org/en/researchethicsboard 

BRUYÈRE RESEARCH ETHICS BOARD – 

SERIOIUS ADVERSE EVENT SAFETY REPORTING FORM 

(SUSARs)
(See SAE Reporting Guidelines before completing this form. 
For all local SAE’s, please use the Serious Adverse Events Reporting Form)
	REB #
	DATE OF REPORT

	Click or tap here to enter text.
	Click or tap here to enter text. 


	STUDY TITLE

	Click or tap here to enter text.


	Name of Person Filling out Report
	Principal Investigator/RSI at Bruyère

	Click or tap here to enter text. 
	Click or tap here to enter text.


	Investigational Product Name
	Number of Adverse Events Included in this Report

	Click or tap here to enter text.
	Click or tap here to enter text.


	Date of Event
	Location
	Is it drug related according to Sponsor?
	Is it drug related according to PI?
	Event Name
	Did the participant remain in the study?

	Click or tap here to enter text.
	Click or tap here to enter text.
	Yes            ☐
No             ☐
Possibly   ☐
	Yes            ☐
No             ☐
Possibly   ☐
	Click or tap here to enter text.
	Yes            ☐
No             ☐


	Click or tap here to enter text.
	Click or tap here to enter text.
	Yes            ☐
No             ☐
Possibly   ☐
	Yes            ☐
No             ☐
Possibly   ☐
	Click or tap here to enter text.
	Yes            ☐
No             ☐


	Click or tap here to enter text.
	Click or tap here to enter text.
	Yes            ☐
No             ☐
Possibly   ☐
	Yes            ☐
No             ☐
Possibly   ☐
	Click or tap here to enter text.
	Yes            ☐
No             ☐


	Click or tap here to enter text.
	Click or tap here to enter text.
	Yes            ☐
No             ☐
Possibly   ☐
	Yes            ☐
No             ☐
Possibly   ☐
	Click or tap here to enter text.
	Yes            ☐
No             ☐


	Click or tap here to enter text.
	Click or tap here to enter text.
	Yes            ☐
No             ☐
Possibly   ☐
	Yes            ☐
No             ☐
Possibly   ☐
	Click or tap here to enter text.
	Yes            ☐
No             ☐


	Click or tap here to enter text.
	Click or tap here to enter text.
	Yes            ☐
No             ☐
Possibly   ☐
	Yes            ☐
No             ☐
Possibly   ☐
	Click or tap here to enter text.
	Yes            ☐
No             ☐


	SIGNATURE SECTION

	As the PI or Site Investigator, I have reviewed and confirm the accuracy of the information included in this report.

I confirm further that this study will continue to be conducted in accordance with the Tri-Council Policy Statement Ethical Conduct for Research Involving Humans 2 (TCPS2), all applicable privacy legislation and other regulatory requirements.

Name of Principal Investigator/Site PI:  Click or tap here to enter text.
Signature: _____________________________                                Date: Click or tap here to enter text.
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