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Research Ethics Board

Reportable Events Submission Form
	Use this form to submit reportable events such as: Privacy breaches, participant complaints, audit findings, data safety monitoring board reports etc. DO NOT include any identifiable health information.
Submit via email a copy of this form with original signatures and any supporting documents to the Research Ethics Office at ethics@wchospital.ca 



	WCH Principal Investigator:


	REB Number:

      
	Sponsor: 

     

	Person Completing Form:

 
	Email Address:

 
	Study Expiry Date:

     

	Study Title:      

	Date of Report:


(DD/MMM/YY)


SECTION 1: Study Status
Overall Study Status:  FORMCHECKBOX 
 Not Started    FORMCHECKBOX 
 Active 
    FORMCHECKBOX 
 On Hold
    FORMCHECKBOX 
 Data Analysis Only
Enrollment Status:   FORMCHECKBOX 
 Enrollment Not Started    FORMCHECKBOX 
 Enrollment Ongoing    FORMCHECKBOX 
 Enrollment Complete

Are there currently active study participants:  FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 Follow-up Only    FORMCHECKBOX 
 No

Number of participants enrolled at WCH to date:

Number of participants enrolled at all external sites to date:

Total target number of participants:
SECTION 2: Reportable Event Category
 FORMCHECKBOX 
  Audit/Inspection Report

 FORMCHECKBOX 
  DSMB/Interim Analysis Report

 FORMCHECKBOX 
  Participant Complaint
 FORMCHECKBOX 
  Privacy Breach

 FORMCHECKBOX 
  Other: Please describe:


SECTION 3: Description of the Event
	Date of Event (dd/mmm/yyyy):



	Date the study team became aware of the event (dd/mmm/yyyy): 



	Description of the event:


	Describe the study teams response to the event/corrective actions taken:

(Include what actions if any have been taken or will be taken at WCH and by whom)



	Describe the outcome of the event (if applicable and if known):




SECTION 4: Principal Investigator’s Further Comments

SECTION 5: Declaration of Principal Investigator

	As the Principal Investigator, I attest that I have reviewed the Reportable Event submission and attest to the accuracy of this report.

I warrant that this study will continue to be conducted in accordance with the Tri-Council Policy Statement Ethical Conduct for Research Involving Humans (TCPS2), the Ontario Personal Health Information Protection Act (PHIPA) 2004, and other relevant laws, regulations or guidelines, [e.g., Health Canada Part C, Division 5 of the Food and Drug Regulations, Part 4 of the Natural Health Products Regulations, Medical Devices Regulations, and ICH/GCP Consolidated Guideline E6].


	Principal Investigator Name 
	Signature
	Date (dd/mmm/yyyy)




Form Version: November 2022
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