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                                                            ANNUAL REPORT                                  
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It is stated in the article 6.14 of the TCSP 2 that at minimum, all research projects have to be evaluated annually by the Research Ethics Board (REB). The term of approval is of one (1) year when it is involving human after what a new request must be submitted to the Research Ethics Office (REO). The submission of the annual report is a request for ongoing ethics approval. Please note that it has to be submitted prior to the project’s expiry date, since after the expiry date all research activities must be suspended. Research cannot be conducted without REB approval.

Researchers have the responsibility to report to the REB any modifications (Article 6.16 TCPS 2) as well as 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 :

	RESEARCH TEAM COMPOSITION 

	1. Have members left the research team?                      
    No Yes          
If YES, please indicate their names:

     

	2. 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: 



	PROJECT STATUS

	Ongoing                                                                Anticipated end date of project : (dd/mm/yyyy)                        Interrupted by a REB 
* 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.

	3. Do you need an extension of the ethics approval?            


         (N B.: In general, if you have no further contact with the participants, you do not need an extension.)
YES:  To complete the data validation   
 Because it is a multi-year project.                                                          
          Other, please describe:
 To continue the data collection                                                              
NO  and the project is still continuing, please justify:



	PROJECT PARTICIPATION – Recruitment

	4. Name of the institution
	Number of participants 

	
	Charts consulted
	To be recruited
	Already recruited
	Still enrolled in project
	Participation completed
	Excluded from project
	Withdrew during project

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	Vulnerable participants according to HHS department of USA (1à 4) or needing a specific approach (TCPS2) (5 à7)                Does not apply  FORMCHECKBOX 


	Name of the institution
	Number of participants

	
	1. Prisoners
	2. Fetus
	3. Pregnant women
	4. Child or new-born
	5. Minors or incompetent adult
	6. Genetics
	7. First Nation people

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	

DATA BANK ANNUAL ACTIVITY THIS PAST YEAR


Does not apply  FORMCHECKBOX 


	5. Has the REB been advised 
	Yes
	No

	As there been any modification to the management protocol of the bank?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If the bank has been accessed by person(s) other than those identified?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If data other than those approved has been added to the bank?

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	By a brief explanation for the modification(s) which is appended to the report
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	INFORMATION ABOUT THE PAST YEAR

	6. Have you had ... :
	Yes
	No
	Not applicable

	Therapeutic incident or severe adverse event with participants from Hôpital Montfort or other sites that have not been reported to the REB?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Modifications to the research protocol that have not been submitted to the REB?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Modifications to the research tool(s) like questionnaire(s) that have not been submitted to the REB?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Modifications to the consent form(s) that have not been submitted to the REB?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	A discovery of new information that could affect the ethical review of the project? (ex. unforeseen)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	A modification of the balance of risks versus benefits for the participants?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	New people accessing research data without informing to the REB?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	A modification to the storage location or the duration of storage that have not been submitted the REB?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Issues raised by a third party during a quality evaluation/audit?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	A situation where confidentiality was compromised?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	A participant complaint about the study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	A new conflict of interest, perceived, potential or real, affecting a member of the research team?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	An authorization to access or to link data from a databank that have not been submitted to the REB?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. If you answered YES to any of the previous questions, please indicate for each, actions that were taken as well as form(s) and supporting document(s) if necessary:


	8. Have any ethical concerns arisen in the course of this study that you would like to inform the REB of? If YES, please explain.

	                                         INTERRUPTION OR TERMINATION OF PROJECT                      Does NOT apply if the interruption of the study is not definitive 

	9. Please indicate the reasons supporting the decision: 
 FORMCHECKBOX 
 Recruitment goals were not achieved                                        FORMCHECKBOX 
 The principal investigator left the institution; no one is continuing the study
         FORMCHECKBOX 
 Never received funding                                                              FORMCHECKBOX 
 Protocol was stopped because of serious adverse reaction(s) 
         FORMCHECKBOX 
 The principal investigator terminated the project                      FORMCHECKBOX 
 Other, please explain  FORMTEXT 

     
10. Please identify who made the decision:  FORMTEXT 

     
11. Please specify how enrolled participants have been advised of the decision :  FORMTEXT 

     
12. Please specify if participants security was at risk FOLLOWING this decision :  FORMTEXT 

     
13. Please specify if a clinical follow up is necessary  FORMCHECKBOX 
 Yes                FORMCHECKBOX 
 No 

If YES, please specify what will this follow up consist of:  FORMTEXT 

     
 

	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 
 Projet discuté en comité plénier                                                                 FORMCHECKBOX 
 Lettre envoyée au chercheur pour lui faire connaître les préoccupations du Comité
 FORMCHECKBOX 
 Projet discuté en comité restreint                                                               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 Ethics Research Office (REO)
Hôpital Montfort, 713 ch. Montréal, Ottawa (Ontario) K1K 0T2
November 2019
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