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Toronto Academic Health Science Network Research Ethics
Board of Record Study Closure Report Form
Use this form if you are officially closing your study. Closing the study means there is no further participant involvement, data collection, data transfer, data clarification, or access to participants' medical records at any of the sites.          
Steps/Tips for submitting the TAHSN Board of Record (BoR) Amendment Form:
 
Participating TAHSN Institutions
 
For more information, please refer to SOP007 - The Process for Closing a Study
 
If you have any questions about the TAHSN BoR process, please contact:TAHSN Board of Record NavigatorPhone: (416) 581-8590tahsnbor@uhnresearch.ca
Section 1: Basic Study Information
3. Lead REB/ Ethics Office:*
4. Lead REB Number:*
5. Study Title:*
6. Lead Applicant:*
Section 2: Summary of Study Participants
1. Please complete the table below:*
Retrospective Study Data(Chart Review/ Tissue) 
Total number of participant charts in retrospective chart review study
Total number of biological/ tissue samples utilized for this study
Prospective Study 
Total number of participants approved to be enrolled by the Lead  REB
Total number of patient participants consented from all sites
Total number of non-patient participants consented from all sites
Section 3: Reportable Events
1. Have all site and study-level reportable events been reported to the Lead REB?*
2. In the opinion of the Lead Applicant, is there a concern or trend in the Reportable Events at each or across sites?*
Section 4: Protocol Deviations 
1. Have all protocol deviations/ violations been reported to the Lead REB?*
Section 5: Publication 
1. Have any results from this research been published, submitted for publication or presented?*
2. Will participants be given the results of the study?*
Section 6: Submission Contact 
1. Who is the main contact for this submission?*
DECLARATION BY LEAD APPLICANT:
I confirm there is no further participant involvement and all data collection, clarification, and transfer is complete (including access to participants' medical records) at all sites. 
I will ensure every approved site (as indicated in the TAHSN Board of Record Lead REB Initial Approval Letter) will keep/ store study data/ documents in accordance with their site-specific requirements. 
I warrant that  this study was 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, my institution's by-laws/ policies, and other relevant laws, regulations or guidelines, (example: Catholic Association of Canada Health Ethics Guide, Health Canada Part C, Division 5 of the Food and Drug Regulations, Part 4 of the national Health Products Regulations, Medical Devices Regulations, and ICH/GCP Consolidated Guidelines E6).  
 
This study should be officially closed by the Lead REB. 
 
Printed Name of Lead Applicant
Signature
Date
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