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                                                     AMENDMENT REQUEST FORM                            [image: image2.png]Regu au BER,





Article 6.16 of the TCPS 2 states that researcher have to submit to Hôpital Montfort REB in a timely manner their request for modification to their approved project. Revised approach cannot be implemented without REB approval. Please note that according to the modification being proposed the ethics evaluation may require a full board review. However, «…it is not the size of the change that dictates the ethics review process, but rather the ethical implications and risk associated with the proposed change…» (TCPS2). Research cannot be conducted without REB approval.
Researchers have the responsibility to report to the REB any unanticipated issue or event that may increase the level of risk to participants (Article 6.15 TCPS 2).

	RESEARCH PROJECT INFORMATION

 FORMCHECKBOX 
 Multisite               FORMCHECKBOX 
 One site

	# Given to research file  
	Title of research project:
[image: image1.png]
Location of project:


	Name and contact information of principal investigator:

                                                                         
	Tel:
Email:

	Name and contact information of thesis supervisor(s):                                FORMCHECKBOX 
 does not apply                                                                                                              
	Tel:
Email:

	Name and contact information of any other person to whom correspondence should be sent:                                                                                                                               

 FORMCHECKBOX 
 does not apply
	Tel:

Email:

	PROJECT STATUS

	Ongoing                           Suspended by a REB               Project on hold   
* Please note a research project is considered close when the final report has been given to the funding agency or when the thesis or report has been submitted.

	NATURE OF MODIFICATION REQUESTED

	1. Please provide a brief summary for each of the modification requested and explain why they are required. 
2. Please identify changes to the team membership

a. Have members left the research team?                      
    No Yes          
If yes, please indicate their names:
b. Have members been added to the research team?
    No
 Yes         
If yes, please indicate their names, their roles within the project as well as their contact information: 



	3. Identify all new documents (indicate date and version if appropriate)
Amendement(s)
Date

Version

 FORMCHECKBOX 
 Amendment to the research protocol (population, recruitment process, methodology, etc.)

 FORMTEXT 

     
 FORMTEXT 

     
 FORMCHECKBOX 
 Amendment to the investigator brochure 

 FORMTEXT 

     
 FORMTEXT 

     
 FORMCHECKBOX 
 Amendment to the consent form

 FORMTEXT 

     
 FORMTEXT 

     
 FORMCHECKBOX 
 Amendment to documents use for recruitment

 FORMTEXT 

     
 FORMTEXT 

     
 FORMCHECKBOX 
 Changing measuring tools (interview questionnaire, tests, etc.)

 FORMTEXT 

     
 FORMTEXT 

     
 FORMCHECKBOX 
 Confidentiality of data / Security measures

 FORMTEXT 

     
 FORMTEXT 

     
 FORMCHECKBOX 
 Storage and usage done with the data collected
 FORMTEXT 

     
 FORMTEXT 

     
 FORMCHECKBOX 
 Amendments to the management protocol of the bank

 FORMTEXT 

     
 FORMTEXT 

     
 FORMCHECKBOX 
 End date of the research study 

 FORMTEXT 

     
 FORMTEXT 

     
 FORMCHECKBOX 
 Other type of amendment; 

 FORMTEXT 

     
 FORMTEXT 

     
If you have checked any of the boxes above. Please also submit the electronic version at ethique@montfort.on.ca  as well as a paper copy of all documents that have been modified (underline or highlight the revised or added sections)

	4. Does this modification require an authorization letter from Health Canada?
  Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
   Waiting  FORMCHECKBOX 
 
If yes, please submit a copy of the authorisation letter from Health Canada.


	5. Will any of the proposed amendments generate any of following needs
a. to inform the participants already enrolled in the study of the change(s)
  Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
   Waiting  FORMCHECKBOX 

If yes, please submit a copy of the document that will be used.

b. will there be a need to re-consent the participants enrolled in the study (ex. new information which might influence participant’s decision to continue their participation in the research project, changes the role of the participants, etc.) 
Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
   Waiting  FORMCHECKBOX 

If yes, please submit a copy of the document that will be used.
c. is the amendment an outcome from a therapeutic incident?
Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
   
If yes, please explain.



	6. Is there any other concern that you would like to inform the REB of?
If yes, please explain.



	I hereby certify that the information provided in this form was given with all honesty and that all information contained herein is complete and accurate. I assume full responsibility for the conduct of this study. I will not proceed and implement modifications until I have received the REB’s approval unless there are immediate risks for participants.

	Signature :
	Date: (dd/mm/yyyy)

	USAGE EXCLUSIF DU BÉR ET DU CÉR

	 FORMCHECKBOX 
 Approbation du projet est maintenue                          FORMCHECKBOX 
 Approbation du projet est suspendue                                   FORMCHECKBOX 
 Dossier fermé
 FORMCHECKBOX 
 Projet discuté en comité plénier                                                                 FORMCHECKBOX 
 Lettre envoyée au chercheur pour lui faire connaître les préoccupations du Comité
 FORMCHECKBOX 
 Projet discuté en comité délégué                                                               FORMCHECKBOX 
 Rapport d’incident classé dans le dossier

 FORMCHECKBOX 
 Projet discuté avec le chercheur principal                                                  FORMCHECKBOX 
 Autre action jugée nécessaire



Please print and send a copy to the Research Ethics Office (REO)
Hôpital Montfort, 745-A ch. Montréal, Ottawa (Ontario) K1K 0T1                                                                                                                                        
Septembre 2020
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