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UNIVERSITY OF TORONTO

Office of the Vice-President, Research and Associate Provost

Ethics Review Office

AMENDMENT REQUEST FORM
This form is to be submitted with amendments to previously approved protocols.  Revised procedures should not be implemented until ethics approval has been received. A copy of the complete protocol with the proposed changes indicated in bold text should be submitted with this form.
1. TITLE OF RESEARCH PROJECT

	     


U of T Protocol reference number:       
Date of most recent approval:     
2. INVESTIGATOR INFORMATION

Investigator:

	Title:                   
	Name:      

	Department:      

	Mailing address:      

	Phone:                                          
	Fax:      
	Email:      


Level of Project

	Faculty Research  FORMCHECKBOX 
    

	Post-Doctoral Research  FORMCHECKBOX 
      

	Student Research: Doctoral  FORMCHECKBOX 
    Masters  FORMCHECKBOX 
       Student Number      


Faculty Supervisor/Sponsor:

	Title:                   
	Name:      

	Department:      

	Mailing address:      

	Phone:                                          
	Fax:      
	Email:      


3. LOCATION(S) WHERE THE RESEARCH WILL BE CONDUCTED:

University of Toronto 
 FORMCHECKBOX 

Hospital   FORMCHECKBOX 
        specify site(s)
School board or community agency  FORMCHECKBOX 
        specify site(s)
Community within the GTA  FORMCHECKBOX 
        specify site(s)
International  FORMCHECKBOX 
        specify site(s)
Other  FORMCHECKBOX 
        specify site(s)
The University of Toronto has recently reached an agreement with the University-Affiliated Teaching Hospitals, regarding ethics review of hospital-based research. Based on this agreement, certain hospital-based research is now exempt from ethics review at the University of Toronto. If your research is based at a University-Affiliated Teaching Hospital please consult the following document to determine whether or not your research requires review at the University of Toronto http://www.research.utoronto.ca/ethics/eh_where_tahsn.html. 

4. OTHER RESEARCH ETHICS BOARD APPROVAL(S)

  a) Does the research involve another institution or site?
Yes  FORMCHECKBOX 
       No  FORMCHECKBOX 

  b) Has any other REB renewed the ethics approval for this project?         Yes  FORMCHECKBOX 
       No  FORMCHECKBOX 

If Yes, please provide a copy of the approval letter with this application.

FOR RESEARCH THAT HAS RECEIVED REB APPROVAL AT A TAHSN HOSPITAL: 
Please check off appropriate level of review:
	
	University’s Role 

Please note the TAHSN hospitals are considered separate institutions from the University of Toronto for research ethics purposes



	 FORMCHECKBOX 

	Research not solely hospital-based – some aspects of the study e.g. recruitment, data collection are being conducted at the University of Toronto and/or other locations outside the university

	 FORMCHECKBOX 

	Graduate student research

	 FORMCHECKBOX 

	Storage or analysis of personal information/data with access to identifiers* at the University of Toronto

	 FORMCHECKBOX 

	Storage or analysis of personal information/data without access to identifiers* at the University of Toronto

	 FORMCHECKBOX 

	Storage or analysis of biological samples with access to identifiers* at the University of Toronto

	 FORMCHECKBOX 

	Storage or analysis of biological samples without access to identifiers* at the University of Toronto

	 FORMCHECKBOX 

	University of Toronto provides funding, but has no other role in the study


*As determined by the hospital REB 

5. PROPOSED CHANGES
a) Please describe the proposed study amendment or modification in the space provided below. A copy of the complete protocol with the changes indicated in bold text should be submitted with this form. Please specify if it is a minor (e.g. administrative change) or major (e.g. addition of study method) change.  
     
b) Will the proposed amendment change the overall purpose or objective of the study?

 FORMCHECKBOX 
Yes       FORMCHECKBOX 
 No 
If Yes, a new protocol may be requested by the REB.

c) Will the proposed amendment affect the vulnerability of the participant group or the research risk?  
 FORMCHECKBOX 
Yes       FORMCHECKBOX 
 No
If Yes, please indicate the new overall risk level on the Risk Matrix:
d) What follow-up action do you recommend for study participants who are already enrolled in the study?
 FORMCHECKBOX 
  Inform study participants 

 FORMCHECKBOX 
  Revise consent/assent forms (please attach a copy with the changes)

 FORMCHECKBOX 
  Other (please describe)      
 FORMCHECKBOX 
  No action required

6. RISK MATRIX: REVIEW TYPE BY GROUP VULNERABILITY AND RESEARCH RISK 
Information about how to use the risk matrix can be found on the following webpage: http://www.research.utoronto.ca/ethics/eh_forms.html. Please check one:



Research Risk








Group Vulnerability

Low



Medium

High
Low



1 FORMCHECKBOX 




1 FORMCHECKBOX 



2 FORMCHECKBOX 

Medium


1 FORMCHECKBOX 




2 FORMCHECKBOX 



3 FORMCHECKBOX 

High



2 FORMCHECKBOX 




3 FORMCHECKBOX 



3 FORMCHECKBOX 



Risk level = 1:  Expedited Review

Risk level = 2 or 3: 
Full Review

7. SIGNATURES

My signature certifies that the above information is correct and that no unapproved procedures will be used in this study.

	Signature of Investigator:                                                                            Date:          




AND (if applicable)
	Signature of Faculty Supervisor/Sponsor:                                                    Date:          

(for student or supervised research only)



Office Use Only


Protocol Number:
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