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Toronto Academic Health Science Network Research EthicsBoard of Record Amendment Form
Use this form if you are requesting approval of study changes not involving a change in investigator or change in study personnel. Lead Research Ethics Board (REB) approval is required prior to implementation, except when necessary to eliminate immediate hazards to participants.  
 
If the study is either cancelled or completed (i.e. there is no further participant involvement, data collection, data transfer, data clarification, or access to participants' medical records), please instead submit a Study Closure Report Form. All other submissions, such as administrative changes, DSMB Meeting Minutes, or changes to investigators/study personnel, should be submitted separately.
 
Steps/Tips for submitting the TAHSN Board of Record (BoR) Amendment Form:
 
If you have any questions about the TAHSN BoR process, please contact:TAHSN Board of Record NavigatorPhone: (416) 581-8590tahsnbor@uhnresearch.ca
Participating TAHSN Institutions
 For more information, please refer to SOP005 - The Process for Amendments  
Section 1: Basic Study Information
3. Lead REB/ Ethics Office:*
4. Lead REB Number:*
5. Review Type Requested:*Note: The final decision rests with the Lead Applicant's REB Chair
5.1 If Full Board review is requested, please explain:*
6. Study Title:*
7. Lead Applicant:*
Section 2: Applicable Sites
1. Please indicate which site(s), including the Lead Applicant's site, are impacted by this Amendment? (A signed Site PI Attestation for each impacted site must be submitted to the Lead REB with this form):*
Section 3: Study Update
1. What is the current status of the study?*
Section 4: Amendment Summary 
1. Please indicate all items to be amended in the table below:*
Item(s) to be Amended
Corresponding Document Title
New Version Date and/or  Number  
Tracked Changes Attached? 
Y/N
Clean Copy Attached?
Y/N
Summarize and Provide Justification/ Rationale for the Change(s)
Study Objectives, Procedures, or Design
Study Instruments 
(Ex: Questionnaires)
Duration of Study
Funding Agency
Number of Participants   
Participant Recruitment Process
Inclusion/ Exclusion Criteria
Participant Compensation
Known or Anticipated Harms/ Risks
Potential Benefits
Case Report Forms/ Data Collection Forms
Consent Form(s)
Invitation Letters/ Emails/ Scripts
Information Letters/ Emails/ Scripts 
Recruitment Material(s)
Study Poster/ Advertisement
Communication Tools (Updates to study newsletters, medication instructions, etc)
Other (Please Specify)
Other (Please Specify)
2.  Have these changes been implemented differently at any of the involved sites?*
3. Has this amendment already been implemented to eliminate an apparent immediate hazard to one or more study participants?*
4.  Will there be any change to the risk, discomfort or inconvenience to study participants as a result of the amendedment?*
5.  Will study participants be informed of the change(s)?*
Section 5: Additional Information 
1. Does this amendment require a submission to Health Canada?*
2. Please provide any additional information/ comments relevant to this submission:*
Section 6: Submission Contact 
1. Who is the main contact for this submission?*
DECLARATION BY LEAD APPLICANT:
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). 
In addition, I affirm that all individuals from my site have completed the mandatory training and education (as applicable) in accordance with my institutional requirements.
Printed Name of Lead Applicant
Signature
Date
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