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Toronto Academic Health Science Network Research EthicsBoard of Record Lead-Level Reportable Events Form
Use this form if you are disclosing a Lead-level Reportable Event to the Lead Research Ethics Board (Lead REB).A Reportable Event includes anything that could significantly impact the conduct of the study or alter a study's ethics approval or favourable opinion to continue the study. Reportable events are submitted at the Lead or Site level, as applicable. Below outlines the reporting criteria for the Lead Applicant and Site Principal Investigator (Site PI) as determined by the TAHSN Board of Record:
         Lead-Level Reportable Events:  
                  - External Adverse Event
                  - DSMB/C Report
                  - Interim Analysis Results
                  - Safety Notice/ Update (Example: Action Letter)
                  - Periodic Safety Update or Summary Reports 
                  - Other
         Site-Level Reportable Events: 
                  - Local Serious Adverse Event
                   - Protocol Deviation
                   - Summary report of inspection or audit
                  - Privacy Breach
                  - Participant Complaints
Steps/Tips for submitting the TAHSN Board of Record (BoR) Request Form:
 
Participating TAHSN Institutions
For more information, please refer to SOP009 - The Process for Submitting a Study-Level Reportable Event
 
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 Information
3. Lead REB/ Ethics Office:*
4. Lead REB number:*
5. Study Title:*
6. Contact information for the Lead Applicant:*
7. Study Status:*
Section 2: Event Information
1. Please indicate the type of study event:*Note: Only one type of event may be selected per form. However, multiple reportable events may be submitted sequentially.
2. Type of report:*
If a Follow-Up or Final report was selected above, please provide the REB submission date(s) of previous report(s):
3. Describe the study event indicated in question 1 of Section 2: Basic Event Information and attach all relevant documents (reports, correspondence, etc.):*
4. Date of event/ meeting or report:*
5. Date discovered by/ reported to Lead Applicant if Applicable:*
6. Does the event suggest that the research places research participants at a greater risk of harm than previously known or recognized?* 
7. Provide a description of all previous reports concerning similar events (including an analysis of significance of the event in light of previous reports) or attach any reports that summarize these similar events:* 
8. Were study participant(s) involved or adversely affected?*
Participant ID Number/ Code:
Age of Participant (Years):
Gender of Participant:
9. Describe the impact of the event on the study as a whole and the impact (if any) at the local site(s) or attach any reports that summarize these similar events:* 
Section 3: Submission Contact 
1. Who is the main contact for this submission?*
DECLARATION BY LEAD APPLICANT:
I have reviewed this reportable event and its safety implications and attest 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, 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). 
 
Printed Name of Lead Applicant
Signature
Date
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