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Please complete this form electronically (i.e. not handwritten) and submit one signed copy to the REB at ResearchAdmin@msh.on.ca
	I. STUDY INFORMATION


	Date:
	     

	Site:
	 FORMCHECKBOX 
 Markham Stouffville Hospital      FORMCHECKBOX 
 Uxbridge Hospital  

	Study title:
	     

	Oak Valley Health REB #:
	     
	Study expiry date:
	     

	Is this study regulated by: the FDA?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	Is this study receiving U.S. Federal Funds?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


Note: Major changes to regulated or funded studies must be reviewed at a Full Board Meeting. The REB will determine if the proposed change is greater than minimal risk.
	II. PRINCIPAL INVESTIGATOR (PI), CONTACT PERSON


	Name of Principal Investigator:
	     

	Email & Phone:      

	Name of Research Coordinator (if applicable):
	     
	Email & Phone:      


	III. AMENDMENT SUMMARY

	Protocol Changes:

	 FORMCHECKBOX 

	Study objectives, procedures or designs

	 FORMCHECKBOX 

	Number of participants (global or at Oak Valley Health)

	 FORMCHECKBOX 

	Study instruments (questionnaires, surveys, interview guides, etc.)

	 FORMCHECKBOX 

	Inclusion/Exclusion

	 FORMCHECKBOX 

	Data Collection Form/Case Report Form

	 FORMCHECKBOX 

	Collection of identifiable information (Master Linking Log/Subject Identification Log)

	Recruitment Process:

	 FORMCHECKBOX 

	Invitation letters, emails or scripts

	 FORMCHECKBOX 

	Information letters, emails or scripts

	 FORMCHECKBOX 

	Study posters, flyers or advertisement material

	 FORMCHECKBOX 

	Referral or consenting process

	Informed Consent Form:

	 FORMCHECKBOX 

	Harms or risks

	 FORMCHECKBOX 

	Potential benefits to participants

	 FORMCHECKBOX 

	Study procedures (research tests/procedures, number of participants, extension/rollover, etc.)

	 FORMCHECKBOX 

	Privacy and confidentiality

	 FORMCHECKBOX 

	Changes to study drug (e.g., dosing)

	 FORMCHECKBOX 

	Participant compensation

	 FORMCHECKBOX 

	Opt-in or sub study(s) information

	 FORMCHECKBOX 

	Other


	V. SUMMARY OF CHANGES

	Summarize the changes to the study:      
OR  FORMCHECKBOX 
 Attached is a separate summary document

	Provide justification/rationale for the change(s):       


	Describe if and how study subjects will be informed of the change(s):      


	If number of study subjects will change, provide an explanation for the increase/decrease in number:      



	VI. FOLLOW-UP


	Does this amendment require a submission to Health Canada (e.g. CTA-A, CTA-N)?

	 FORMCHECKBOX 
 N/A, this study is not regulated by Health Canada
 FORMCHECKBOX 
 No. Please explain why not:      
 FORMCHECKBOX 
 Yes. The following type of submission was submitted to Health Canada:      
Note: If the amendment was submitted to Health Canada, the following is required to be submitting to the REB along with your amendment. Please select which document is being submitted:

 FORMCHECKBOX 
 No Objection Letter (CTA-A);  FORMCHECKBOX 
 Notice of Authorization,  FORMCHECKBOX 
 Revised Investigational Testing Authorization, 
 FORMCHECKBOX 
 Acknowledgement of Notification 

	What follow-up actions will be proposed to participants already enrolled in the study?

	 FORMCHECKBOX 
 N/A, there are no participants enrolled in the study (i.e. chart review) or actively enrolled

 FORMCHECKBOX 
 Participants will not be notified of changes. Please explain why not: 
 FORMCHECKBOX 
 Participants will be notified of changes by re-consent of the revised consent form
 FORMCHECKBOX 
 Participants will be notified of changes as soon as possible. Please explain how (i.e. next study visit): 
 FORMCHECKBOX 
 Other. Please describe: 

	Was this amendment approved elsewhere?

	 FORMCHECKBOX 
 No.

 FORMCHECKBOX 
 Yes. 

 Note: If the amendment was approved by another REB, please provide a copy of the REBs amendment approval letter.


PRINCIPAL INVESTIGATOR ATTESTATION: This signature attests that the Principal Investigator has assessed the safety implications of this amendment, its impact on study procedures and is prepared to take any necessary steps to implement the change(s). Further, the Principal Investigator will not implement any changes to, or deviations from the protocol without Research Ethics Board approval, except to eliminate an immediate hazard to study subjects or when changes involve only logistical or administrative aspects of the study.

Print Name:
      

        Signature: 
Date:      
List of Attached Documents

Note: please provide clean and tracked (redlined) copies of revised study documents. Please ensure you provide updated version dates of revised documents. Add additional rows as needed.

	Type of document
	Name of Document
	Version number/date

	Clean
	Tracked
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Amendment Form

Oak Valley Health REB Version Date: 19Aug2021

Page 2 of 3

