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AMENDMENT FORM
  


INSTRUCTIONS
This form should be used for the submission of proposed amendments to a research study or research repository that has received prior approval from CO-REB. 

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, available at 
http://www.e-laws.gov.on.ca/html/statutes/english/elaws_statutes_04p03_e.htm; 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.


GENERAL INSTRUCTIONS
· All submitted documents must include page numbers and version dates in the footer.
· 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 word "Amendment"
· Please keep your answers on this form 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]     




Is there an Abbreviated Study Title or acronym? 
☐ Yes 
☐ No

If Yes, Abbreviated Study Title:
	     





[bookmark: _Hlk25321669]SECTION B: INVESTIGATOR

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

	Last Name:
	     

	Degree(s): 
	     

	Institution: 
	     

	Street Address: 
	     

	Room/Suite #: 
	     

	City: 
	     

	Province:  
	     

	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:
	     

	Phone Number:
	     





SECTION C: AMENDMENT DETAILS

Clean and tracked versions of any revised study documents must be submitted. 

C1. Documents being amended or added (select all that apply):
☐ Protocol 
☐ Informed consent form or assent form
☐ Participant recruitment materials 
☐ Data Collection Form/Questionnaires
☐ Investigator’s Brochure or Product Monograph
☐ Data and Safety Monitoring Board (or equivalent) Terms of Reference
☐ Research Repository Governance
☐ Other:
	     




C2. Type of amendment (select all that apply):
☐ Study objectives, hypotheses, or endpoints 
☐ Study visits, tests, or interventions 
☐ Sample size 
☐ Inclusion/exclusion criteria 
☐ Randomization methods or study arms/groups
☐ Data collection methods 
☐ Informed consent/assent process 
☐ Recruitment process 
☐ Participant compensation, reimbursement, or incentives 
☐ Risk profile 
☐ Data source 
☐ Data management, privacy, confidentiality, or security 
☐ Study sponsor / Contract Research Organization
☐ Study title
☐ Funding amount or source
☐ Length of study
☐ Other:
	     




C3. Has this amendment already been implemented to eliminate an immediate hazard?
☐ Yes
☐ No

If Yes, describe and justify:
	     




C4. Summarize and justify the changes to the study:
	     




C5. Describe changes to the risk profile for participants: 
	     


☐  No change to the risk profile for participants
☐  Not applicable 


C6.  Did these changes require authorization from Health Canada?
☐ Yes, a No Objection Letter (NOL)/Notice of Authorization (NOA)/revised Investigational Testing 
Authorization (ITA) is enclosed
☐ Notification to Health Canada only
☐ No


C7. Is there a change in the quality of study data, data integrity, or study validity as a result of this amendment?
☐ Yes
☐ No

If Yes, describe and justify the continuation of the study:
	     




C8. What is the enrollment status at your site?
☐ Participant enrollment has not started 
☐ Open to enrollment but no participants enrolled to date
☐ Open to enrollment, participants have been enrolled but none are receiving study treatment/intervention 
☐ Open to enrollment with one or more study participants receiving study treatment/intervention 
☐ Open to enrollment with current participants in follow up only  
☐ Permanently closed to enrolment with one or more study participants receiving treatment/intervention  
☐ Permanently closed to enrolment with no participants receiving treatment/intervention, and data collection continues  
☐ Study completed (i.e. no further involvement of study participants and no further data collection) 
☐ Prematurely terminated  
☐ Other: 
	     





SECTION D: DISSEMINATION OF NEW INFORMATION

 Will the new and/or updated study information be communicated to current and/or past study participants?  
☐ Yes 
☐ No

If No, justify why study participants do not need to be contacted:
	     


☐ Not applicable – no participants have been enrolled 


 Will the new and/or updated study information be communicated to participants who are currently enrolled
in the study and receiving study treatment or intervention?
☐ Yes 
☐ No
☐ Not applicable

If Yes, describe how study participants will be notified:
	     



If No, justify why study participants do not need to be contacted:
	     




 Will the new and/or updated study information be communicated to participants who are currently being followed for the purposes of the study but are no longer receiving study treatment or intervention?
☐ Yes 
☐ No
☐ Not applicable

If Yes, describe how study participants will be notified:
	     



If No, justify why study participants do not need to be contacted:
	     



Will the new and/or updated study information be communicated to participants who are no longer being followed for the purposes of the study?
☐ Yes 
☐ No
☐ Not applicable

If Yes, describe how study participants will be notified:
	     



If No, justify why study participants do not need to be contacted:
	     







[bookmark: _Hlk221134768][bookmark: secE]SECTION E: INVESTIGATOR SIGNATURE

Principal Investigator or Delegate 
· I attest that, to the best of my knowledge, the information in this application is complete, current and accurate. 
· I confirm that I have obtained any authorizations as applicable to make changes to this application. If signing on behalf of the Principal Investigator, I attest that the delegation of this responsibility has been documented.
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	Principal Investigator or Delegate
	Signature
	Date
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