[image: ]

STUDY CLOSURE FORM


INSTRUCTIONS
This form should be used to formally close a CO-REB active study. The Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans (2022) and the principles of Good Clinical Practices, as described by the International Conference on Harmonization, require a final report for the closure of research studies.

A research closure form can only be submitted when there is no further participant involvement at the site, all new data collection is complete, and the sponsor closeout activities, if applicable, have been completed. Note research activities including recruitment and data collection cannot occur after REB approval has expired or the study is closed.

All applicable sections of this form MUST be completed before it will be considered for CO-REB review. Incomplete submissions will be returned to the Principal Investigator and/or Study Coordinator.

All research must be compliant with: 
Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans – TCPS 2 (2022), 
The Ontario Personal Health Information Protection Act, 2004, S.O. 2004, c. 3, Sched. A, and
any other relevant regulations or guidelines.

CO-REB may request and share information related to the review, approval, and continuing ethics review of research conducted at other sites.

Visit www.CO-REB.ca for detailed information regarding CO-REB meeting schedules and submission guidance.


[bookmark: _Hlk25764328]GENERAL INSTRUCTIONS
· Templates and forms are available may periodically undergo revision by CO-REB. Download and use the current versions posted at www.CO-REB.ca
· Submit one electronic copy of your completed application to COREB@RVH.ON.CA.
· Subject line of email should include the CO-REB #, and the words "Study Closure”.
· Please keep your answers short and succinct. Text boxes are limited to 1,300 characters (about 200 words).

[bookmark: _Hlk219716307][bookmark: _Hlk216795275]Note: Before review, CO-REB administration will screen submissions for overall completeness. Submitted materials must provide sufficient information for the review to proceed. If a submission is deemed incomplete, CO-REB administration will request additional documentation necessary for the ethics review or ongoing research ethics oversight.


SECTION A: GENERAL INFORMATION

CO-REB #
	     




[bookmark: _Hlk221101435]Full Study Title:
	[bookmark: Text98]     




Abbreviated Study Title or acronym: 
☐ Not applicable
	     




Date of initial CO-REB approval:  Click or tap to enter a date.


Date of CO-REB expiry:  Click or tap to enter a date.


Date of study completion or termination: Click or tap to enter a date.



[bookmark: _Hlk25321669]SECTION B: CONTACT INFORMATION

B1. Who is the Principal Investigator for this study at this site?
	First Name: 
	     

	Last Name:
	     

	Email:
	     




B2. Person completing this form on behalf of the PI:
☐ Not applicable
	First Name: 
	     

	Last Name:
	     

	Degree(s): 
	     

	Institution: 
	     

	Street Address: 
	     

	Room/Suite #: 
	     

	City: 
	     

	Province:  
	     

	Email:
	     






SECTION C: ENROLLMENT AND DATA ACCESS 

C1. What is the reason for closure?
☐ Suspended
Date: Click or tap to enter a date.
Explain:
	     


☐ Terminated 
Date: Click or tap to enter a date.
Explain:
	     


☐ Completed:  Click or tap to enter a date. 


C2. [bookmark: c2]Complete the following sections, as applicable:
	For retrospective data:

	Number of health records approved by CO-REB to be accessed:
	     

	Number of health records accessed to date:
	     



	For prospective data:
	

	Number of participants approved by CO-REB to be accessed:
	     

	Number of participants enrolled to date:
	     

	Number of participants who have completed participation:
	     

	Number of participants who have withdrawn or lost to follow-up:
	     




C3. Have any recruitment or data access challenges affected participant selection?
☐ Yes 
☐ No

If Yes, explain how these challenges have affected participant selection.
	     




SECTION D: RISK, HARMS, AND SAFETY MONITORING

D1. Has there been a lapse in REB approval for this research study or repository?
☐ Yes
☐ No

[bookmark: _Hlk25840249]If Yes, provide the reason for the lapse and identify steps taken to prevent future lapses:
	     




D2. Have all reportable events (including unanticipated problems and protocol deviations) been submitted to CO-REB for review?
☐ Yes
☐ No 

If No, explain and immediately submit outstanding Amendment and Reportable Event forms to CO-REB.
	     


☐ Not applicable - no reportable events have occurred.


D3. Were there any other local risks, concerns, or trends involving study participants or their health and research records?
☐ Yes 
☐ No

If Yes, provide details and actions taken:
	     




D4. Have any relevant ethical, clinical, or scientific disclosures become known?
☐ Yes 
☐ No

If Yes, explain:
	     




D5. Have any participants, family members, or community members raised salient concerns about this research?
☐ Yes
☐ No

If Yes, explain:
	     




D6. Have any changes in conflicts of interest arisen that were not previously disclosed to CO-REB?
☐ Yes 
☐ No

If Yes, identify and explain:
	     




D7. Have any results from this research study been published or presented?
☐ Yes 
☐ No

If Yes, provide citations for those not previously disclosed and submit available publications and abstracts to CO-REB: 
	     




D8. Provide any additional information relevant to the closure of this research:
	     






SECTION E: ATTESTATIONS AND SIGNATURES 

PRINCIPAL INVESTIGATOR
· I confirm that the above information is complete and accurate.
· I assume full responsibility for the scientific and ethical conduct of this study and agree to conduct this study in compliance with Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans (2022), The Ontario Personal Health Information Protection Act, 2004, S.O. 2004, c. 3, Sched. A, and any other relevant guidelines and regulations.
· I certify that all protocol amendments and reportable events have been submitted to CO-REB for review and approval.
· I certify that all study team members are appropriately qualified and trained to fulfill their roles in this study.



	     
	
	[bookmark: Text99]     

	Principal Investigator
	Signature
	Date
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