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Research Ethics Office

Confidential


CENTRE FOR ADDICTION AND MENTAL HEALTH

ANNUAL RENEWAL OF ETHICS APPROVAL

Article 1.13 of the Tri-Council Policy Statement states that continuing review of human subjects research should consist of at least the submission of an annual report to the Review Committee.  To obtain continuing approval, please complete this form and submit for review at least 1 month prior to the anniversary of the most recent approval.  Investigators are reminded that all changes to the approved protocol and consent documents and all adverse events must be submitted as they occur.  Revised procedures should not be used until approved.  

NB: A suspension of approval may occur if we do not receive the renewal form by the first day of the month preceding the anniversary month.

If the study has been or is about to be completed or terminated, please fill out the Final Report form, rather than this Annual Renewal of Ethics Approval form.  The Final Report form can be found at the CAMH website at http://www.camh.net/Research/research_ethics/protocol_forms_guidelines.html

Submit 18 sets (1 original + 17 copies) of this form to Ms. Susan Pilon, CAMH - RS site, 33 Russell Street, Room T117, Toronto ON M5S 2S1

Principal Investigator:  

Department:  

Email Address:  

Telephone Number:  

Fax Number:  

Protocol Reference #:  

Previous Approval Date (mm/dd/yy):  

Title of Project:  

NEW!
If you are no longer running subjects but have not yet completed the study, 

CHECK HERE ( and DO NOT complete the remainder of the form.  Go to the last page and sign and date.

PLEASE NOTE: If your study has been completed, please fill out a Final Report form, NOT this Annual Renewal of Ethics Approval form.  
Is the study a clinical trial?

NO

YES

If YES, circle Phase: 

Phase I
Phase II
Phase III

Please answer the following:

1. What is the funding status of this project?  Indicate source and funding period. 

2a.
Human Subjects are being used.



NO 

YES

If YES, provide start/end date (mm/dd/yy).

Human Subjects will be used.



NO 

YES

If YES, provide start/end date (mm/dd/yy).  

Secondary analysis of data only. 



NO 

YES

2b.
Briefly describe the inclusion/exclusion criteria for study subjects.

2c.
How were study subjects recruited?  

2d.
How many subjects did you expect to enroll in the study and over what time period, according to your approved protocol?  

3a.
How many potential subjects were incompetent to consent?  

3b.
After screening procedures, how many eligible individuals were asked to give 

consent to the study?  

3c.
How many declined?

4.
How many subjects have completed the study?  

5. How many subjects are currently in the study?  

6. How many subjects were:

male?



female?  

7. Did any subjects withdraw?




NO

YES  

If YES, explain why.

8. Were there any problems or complications in the study that affected the subjects or 

others? 






NO

YES

If YES, explain the problems or complications 

(e.g., summarize adverse events and list any subject complaints).

9.
Has this study been subject to audit this year? 

NO

YES

If YES, how many times has this occurred?  

If YES, what were the outcomes of the audits?
10.
Have there been any publications of this research? 
NO 

YES

If YES, please attach a copy of the publication to this form.

11. Have any investigators on the study developed a contractual and/or consultative 

relationship with the sponsor or any other party which might be a conflict of interest? 






NO 

YES 

If YES, please describe.

12. Provide a brief summary of study progress and results to date. (Use separate sheet if necessary).

PRINT COMPLETED FORM.  

SIGN AND DATE BELOW ON PRINTED FORM (SIGNATURE MUST BE ORIGINAL).

REMINDER: A suspension of approval may occur if we do not receive the renewal form by the first day of the month preceding the anniversary month.

Submit 18 sets (1 original + 17 copies) of this form to Ms. Susan Pilon, CAMH - RS site, 33 Russell Street, Room T114, Toronto ON M5S 2S1

My signature certifies that the above information is correct and that no unapproved procedures are being or will be used in this study.

Signature of Principal Investigator:  








Date:  
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