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St. Michael’s Research Ethics Board (REB)
Study Closure Report Form
This form is available in MS WORD format and can be downloaded at: www.stmichaelshospital.com/research/reb.php
Handwritten submissions are NOT acceptable
Use this form ONLY if you are requesting that this study be closed. 
Once the study is closed, it cannot be re-opened by the REB.
Date:      
REB #:      
Study Title:      
SMH Principal Investigator:      
Study Approval Date:      
Study Approval Expiry Date*:      
* if approval for this study has expired, complete a Continuing Review Form before you complete this Form
1. Completion Summary
	a) All recruitment for this study is completed
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 N/A

	b) All participant follow-up is complete
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 N/A

	c) All analyses are complete for this site
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	d) All publications have been completed
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	e) For industry sponsored trials, has the sponsor conducted a close-out visit
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	e) There is no further involvement of the Principal Investigator at this site in any aspect of the study
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


**If you answered ‘NO’ to any of the above, then this study should remain open. Please complete a Continuing Review Form.
	2. Study Enrollment Status                                                                   Number

	a) Number of participants enrolled in all sites to date:
	         N/A  FORMCHECKBOX 



	b) Number of participants enrolled at SMH to date: 
	     


	NOTE: For chart review research, state # of charts under enrolled field
	


	3. Summary of Participant Withdrawal/Termination (Site Only)

	a) How many participants were withdrawn/terminated from this study?               None  FORMCHECKBOX 
    N/A  FORMCHECKBOX 


	c) Please provide details of all withdrawn/terminated participants below:

	Participant Study Number
	Withdrawn or Terminated (W/T)?


	Date of Withdrawal/Termination
	Reason/description of withdrawal/termination (if known)
	Actions Taken to Ensure the Participant’s Safety

	     
	     
	     
	      
	     

	     
	     
	     
	     
	     


	4. Serious Adverse Event Information Summary (Site Only)     

	a) How many Site related SAEs occurred in this study?                    None  FORMCHECKBOX 
    N/A  FORMCHECKBOX 


	b) Please provide the REB with a summary of all SITE serious adverse events (SAEs) since initial approval:

	Participant Study Number
	Date of Onset
	Description of Serious Adverse Event
	Date Reported to REB
	Study Drug

Relationship

(Y/N) [or N/A]
	Outcome

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     


	5. Have any articles been published or presentations given using the results of the study? If yes, please submit a copy of the abstract(s) or provide a list of references. 

     

	6. What arrangements have been made to store data in a secure/confidential manner, and how long will data be conserved?

     


	7. Please provide a brief summary of the study results to date and discuss any difficulties encountered conducting the study including findings, study design, recruitment and data management.

     


DECLARATION BY PRINCIPAL INVESTIGATOR

I certify that as of the date below, all recruitment and participant follow-up has been completed for all sites; all analyses and publications are complete for this site; and there is no further involvement of the Principal Investigator at this site in any aspect of the study. 
I warrant that this study was conducted in accordance with the Tri-Council Policy Statement Ethical Conduct for Research Involving Humans (TCPS), the Ontario Personal Health Information Protection Act (PHIPA) 2004, the St. Michael’s Hospital by-laws, the Catholic Association of Canada Health Ethics Guide, 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, the Medical Devices Regulations, and ICH/GCP Consolidated Guideline E6).
This study should be officially closed by the SMH REB.
Printed Name of Principal Investigator

Signature



Date
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