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ALL changes made to the study protocol, consent and/or assent form(s), and all other study related documents must have REB review and approval prior to implementation.

The only exception is when changes are necessary to eliminate immediate hazards to study participants. Any hazards to participants must be reported by completing an Adverse Event Form.           

Instructions for Completion
Amendments must be submitted so:
· The old wording is clearly identified (for example, bold strikethrough text)
· The new wording is clearly identified (for example, italicized grey-shaded text)
· The amendment can be evaluated in context.  Supply a copy of the affected pages of the protocol, indicating the relevant sections.  
· It is clear why each amendment has been made.
· It is clear whether each amendment changes the risk and benefits for or vulnerability of participants in any way.
Please submit:
· One hard copy of a typed completed Amendment Request Form with the original signature of the Local PI. (This instruction page does not need to be submitted.)
· A copy of the affected pages of the protocol, indicating the relevant sections.
· One copy of any amended documents indicating the proposed changes (e.g. information sheet/consent form, assent form, advertisement, etc.).
· One clean copy of the amended documents (i.e. without indicating the proposed changes) with the current date in the footer.  

· One copy of any new document(s) (e.g. advertisement, questionnaire, information sheet/consent form, etc.) with the current date in the footer.
Submit the Amendment Request Form, together with supporting documentation, to the REB Office, Holland Bloorview Kids Rehabilitation Hospital, 150 Kilgour Road Toronto ON, M4G 1R8, Room 4W 220 Phone: 416-425-6220 ext. 3507.



REB File Number:      
Project Title:      
Local Principal Investigator:     





Contact Person for this Amendment Request (incl. email/phone):       
Date:      
1. Indicate all areas being amended:
	
	Protocol
	
	Information/Consent Process

	 FORMCHECKBOX 

	Research question/study objectives
	 FORMCHECKBOX 

	Invitation letter

	 FORMCHECKBOX 

	Study procedure or design
	 FORMCHECKBOX 

	Information sheet

	 FORMCHECKBOX 

	Study instruments (e.g. questionnaires)
	 FORMCHECKBOX 

	Consent form

	 FORMCHECKBOX 

	Study title
	 FORMCHECKBOX 

	Assent form

	 FORMCHECKBOX 

	Duration of study 
	 FORMCHECKBOX 

	Process for withdrawal of consent

	 FORMCHECKBOX 

	Local PI and/or other investigators*
	
	

	 FORMCHECKBOX 

	Funding agency
	
	Recruitment 

	 FORMCHECKBOX 

	Number of participants
	 FORMCHECKBOX 

	Advertisement

	 FORMCHECKBOX 

	Participant recruitment process
	 FORMCHECKBOX 

	Recruitment materials 

	 FORMCHECKBOX 

	Inclusion/exclusion criteria 
	
	

	 FORMCHECKBOX 

	Compensation for participants 
	
	Other (please describe)

	 FORMCHECKBOX 

	Potential risks and/or benefits
	
	     

	 FORMCHECKBOX 

	Procedures/safeguards to minimize risk
	
	

	 FORMCHECKBOX 

	Procedures to ensure confidentiality 
	
	

	 FORMCHECKBOX 

	Vulnerability of participants
	
	


*If PI/Co-I is changing, include a letter signed by both the outgoing and incoming PI/Co-I indicating that they both agree to the change. Attach a revised consent form, which reflects the change of PI/Co-I

2. Provide an explanation/rationale for all of proposed changes.  

     
3. Will there be any change in the risk, discomfort, inconvenience, or change in the vulnerability of participants? 

Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
  If yes, please explain and provide a justification:      
4. Is the proposed amendment a result of an adverse event?  Yes   FORMCHECKBOX 
    No  FORMCHECKBOX 

If yes, was the adverse event reported to the REB?  
Yes  FORMCHECKBOX 
 (Date      ) No  FORMCHECKBOX 
 (Please fill out an Adverse Event form and send it to the REB office)

5. Does the proposed amendment add a new or alter an approved study objective?  

Yes  FORMCHECKBOX 
    No FORMCHECKBOX 

If yes, please explain why the change is presented as an amendment, rather than submitted as a new study.  

     
6. Does the proposed amendment result from new information that might influence a participant’s willingness to continue in the study?  
7. Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 

If yes, please describe. 

     
8. Would the proposed amendment affect the value of the study data accumulated to date?  Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 

If yes please describe and justify the continuation of the study.

          
9. What follow-up action do you propose, once the amendment is implemented, for participants who are already enrolled in the study?

 FORMCHECKBOX 
 Inform study participants

 FORMCHECKBOX 
 Re-consent all participants with the revised consent/assent forms 

 FORMCHECKBOX 
 No action required

 FORMCHECKBOX 
 Other action (please describe)      
I affirm that this study will continue to be conducted ethically in accordance with REB approved documentation, and the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans, December 2010.

     







Print Name of Local Principal Investigator
_______________________________

Signature

     
Date
For REB Office Use Only
 FORMCHECKBOX 
 Amendment approved as submitted

 FORMCHECKBOX 
 Amendment approved conditional on changes noted in “Conditions” section 
below

 FORMCHECKBOX 
 Amendment denied

 FORMCHECKBOX 
 Study suspended pending further review

Conditions:
     
__________________________________                                    
Signature of REB Chair (or Designate)





______________________

Date
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