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                  PROTOCOL DEVIATION FORM                 
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	A Protocol Deviation or violation is an unanticipated or unintentional divergence or departure from the expected conduct of an approved study that is not consistent with the current research protocol, consent forms or approved procedures. It is the responsibility of the Principal Investigator (PI) to ensure that protocol deviations that occur during a study are reported to the REB. The PI or the person designated by the PI, must complete and submit a signed report form to the Research Ethics Office (REO) for review. 

	RESEARCH PROJECT INFORMATION 

 FORMCHECKBOX 
 Multisite               FORMCHECKBOX 
 One site

	Research file #  
	Title of research project:
[image: image1.png]
Name location of project:

	Name and contact information of principal investigator:
	Tel:
Email :

	Name and contact information of funding agency :                                                    FORMCHECKBOX 
 Does not apply

	Tel :

Email :

	Name and contact information if another person should be included in our communication:   
                                                                                                                                          FORMCHECKBOX 
 Does not apply
	Tel :

Email :

	INFORMATION ON PROJECT STATUS

	Indicate the project current status:

 FORMCHECKBOX 
 Project is underway and there is no recruitment
 FORMCHECKBOX 
 Project and recruitment are ongoing                                                                                    FORMCHECKBOX 
 Project is interrupted, please explain:     
 FORMCHECKBOX 
 Project is ongoing and recruitment is completed                                                                                     

 FORMCHECKBOX 
 Data analysis is ongoing
 FORMCHECKBOX 
 Writing final report                                                                                                                 FORMCHECKBOX 
 Other, specify: 
 FORMCHECKBOX 
 Project is completed
    

	INFORMATION ON THE PROTOCOL DEVIATION OR THE VIOLATION

	Will the deviation/violation affect the integrity of the project?                 FORMCHECKBOX 
 Yes                          FORMCHECKBOX 
 No
Yes, please explain 


	Will the deviation affect the project continuation?                    FORMCHECKBOX 
 Yes                          FORMCHECKBOX 
 No
Yes, please explain  FORMTEXT 

     


	Will this deviation/violation from the approved protocol create health, integrity or privacy protection risks for participants and other people involved?                                                                                       FORMCHECKBOX 
 Yes                        FORMCHECKBOX 
 No
Yes, please explain  FORMTEXT 

     



	Explain why this deviation/violation has occurred   FORMTEXT 

     


	Principal investigator’s evaluation: 

 FORMCHECKBOX 
 The participant has been seen beyond the expected time frame                  FORMCHECKBOX 
 Did not respect the inclusion/exclusion criteria
 FORMCHECKBOX 
 The consent process or the consent itself is not conform                             FORMCHECKBOX 
 Failure to report a serious adverse event
 FORMCHECKBOX 
 The laboratory specimen was not obtained                                                   FORMCHECKBOX 
 Failure to submit to the REB Annual Renewal and/or 

 FORMCHECKBOX 
 The participant was not followed as per protocol                                                modifications of the approved protocol
Other : 

	IMPACT ON RESEARCH PROJECT

	Will this incident have or will have an impact on this research project progress?

 FORMCHECKBOX 
 Yes                                 FORMCHECKBOX 
 No
	Will this incident have or will have an impact on the recruitment of participants?

 FORMCHECKBOX 
 Yes                              FORMCHECKBOX 
 No

	Will the problems be a source of risk for the participants? 
 FORMCHECKBOX 
 Yes                                 FORMCHECKBOX 
 No
The nature of the risk is :

 FORMCHECKBOX 
 Health
 FORMCHECKBOX 
 Protection of privacy 
 FORMCHECKBOX 
 Research integrity
	Will corrective action(s) be taken to prevent this incident from reoccurring? 
Version of document (date and page) 


	Has the funding agency/sponsor been informed?

 FORMCHECKBOX 
 Yes                                FORMCHECKBOX 
 No
	Does the investigator believe that the ethics of project has been influenced? 
 FORMCHECKBOX 
 Yes                            FORMCHECKBOX 
 No

	Will the outcome of the analysis of this incident will lead to the modification if the following documents: (please submit the modified document(s) and the changes have to be highlighted) 
 FORMCHECKBOX 
 The research protocol               FORMCHECKBOX 
 The information sheet and the consent form
 FORMCHECKBOX 
 Other (please explain) :



	How will research participants be informed?       FORMCHECKBOX 
 Not relevant
 FORMCHECKBOX 
 With a letter, please append the document
 FORMCHECKBOX 
 With an addendum to the information sheet and consent form, please append the document
 FORMCHECKBOX 
 With a new information sheet and consent form, please append the document

	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 éthique du projet est maintenue                          FORMCHECKBOX 
 Approbation éthique du projet est suspendue
 FORMCHECKBOX 
 Incident discuté en comité plénier                                           FORMCHECKBOX 
 Lettre envoyée au chercheur pour lui faire connaître les préoccupations du CÉR   

 FORMCHECKBOX 
 Incident discuté en comité restreint                                         FORMCHECKBOX 
 Formulaire classé dans le dossier
 FORMCHECKBOX 
 Incident discuté avec le chercheur principal                                                
 FORMCHECKBOX 
 Autre action jugée nécessaire      


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