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RESEARCH ETHICS BOARD (REB)

Major Protocol Deviation / Violation
Complete the application in NO smaller than 11 point font; handwritten submissions are NOT acceptable
Press “F11” to take you to the next fill-in box and begin typing, double click on a “check box” and click then “checked”

Major Protocol Deviations/Violations

A Major Protocol Deviation/Violation is any deviation from an IRB-approved protocol that involves risk to research participants or others.  It is the investigator’s responsibility to assess whether a protocol deviation involves risk to the participant or others and submit all Major Protocol Deviations/Violations to the Niagara Health System Research Ethics Board office within 10 business days of becoming aware of the event’s occurrence.  NHS REB suggests that a protocol deviation involves risk where the protocol deviation adversely affects the:

· Safety and welfare of research participants or others;
· Rights of research participants or others; or
· Integrity of the study design
Examples of Major Protocol Deviations/Violations include:
	Inclusion/Exclusion
	Study Drug/Device
	Study Procedures
	Informed Consent

	· Participant enrolled in violation of inclusion or exclusion criteria
	· Dosing error
· Device malfunction

· Use of contraindicated medication or product
	· Omission or significant delay in performing study procedure
· Breach in safety monitoring procedures
	· Study procedures initiated before consent
· Person explaining informed consent did not sign/date on the same day as the research participant
	· Failure to use the most recent consent form
· Deviation involved a vulnerable population (for example, child, illiterate, non-English)


A minor protocol deviation is a protocol violation that, in the investigator’s judgment, does not adversely affect the risk/benefit ratio of the study; the rights, safety, or welfare of the participants or others; or the integrity of the study.  
Examples of possible minor protocol deviations may include:

· Study procedure conducted out of timeframe

· Study visit out of timeframe

· Participant failure to initial consent form

· Participant failure to return diary

NOTE:  Minor protocol violations are to be reported using the “Unanticipated Problem” document, located on our REB webpage – the link is provided below:  
https://www.niagarahealth.on.ca/site/research-ethics-board
Use this form for reporting Major Protocol Deviations/Violations and for requests for IRB review of Protocol Waivers/Exceptions.  If you are reporting a Major Protocol Deviation/Violation, please submit one report within 10 days of each reportable event.  If you are requesting a Protocol Waiver/Exception, you must receive IRB approval before initiating any change to the research.

Study Information
	REB PROJECT #
	

	TITLE OF PROJECT/STUDY
	

	LOCAL PRINCIPAL INVESTIGATOR
	

	MAILING ADDRESS (include phone #)
	

	PROTOCOL  #
	

	GLOBAL PRINCIPAL INVESTIGATOR
	

	SPONSOR
	


Report Information
	Date of Report

     
	Date Sponsor Notified

     
	Date of Deviation / Violation

     

	Report Type:
	Initial  FORMCHECKBOX 

	Follow Up Report   FORMCHECKBOX 

	Report #      
	Initial Report Date:       

	Request for prospective IRB review of Protocol Waiver/Exception (A copy of sponsor approval of the waiver/exception must be submitted)

	Did the deviation/violation occur in order to eliminate an apparent hazard?
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

	Did you receive sponsor approval prior to the deviation/violation?   

If Yes, please attach copy of sponsor approval 
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Attached


Participant Information
Participant Initials / ID Number:       
Is the participant still enrolled in the study?   FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

You are required to check at least one box in the section below.
	 FORMCHECKBOX 

	Did the protocol deviation/violation meet any of the following criteria?  Provide rationale for all checked answers

	 FORMCHECKBOX 

	This Major Protocol Deviation/Violation resulted in an increased risk to participants or others

	 FORMCHECKBOX 

	This Major Protocol Deviation/Violation affected the rights and safety or welfare of the participants

	 FORMCHECKBOX 

	This Major Protocol Deviation/Violation affected the integrity of the study

	 FORMCHECKBOX 

	None of the above (*NHS REB does not require sites to submit Minor Protocol Deviations.  If the Protocol Deviation/Violation did not meet the criteria listed above, do not submit this form to the NHS REB).

	Rationale:

     


Description of the Major Protocol Deviation/Violation (Protocol Waiver/Exception Request)

	     


Explain the reason for the Major Protocol Deviation/Violation.  Has this type of deviation/violation occurred before or could it occur again?   Have you requested this protocol waiver/exception before?  (If you think this type of deviation/violation or waiver/exception is likely to happen again, consider revising the protocol).
	     


Describe any corrective action implemented to prevent recurrence.

	     


Recommendations
	Do you recommend a change to the protocol?  If yes, please attach recommended changes.
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

	Do you recommend a change to the site’s consent form?  If yes, please attach a tracked change consent form and sponsor approval.  If sponsor does not agree with recommended changes, please include sponsor rationale as to why the change is not necessary.
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

	Do you recommend a change to the study-wide consent form?  If yes, please attach a tracked change consent form and sponsor approval.  If sponsor does not agree with recommended changes, please include sponsor rationale as to why the change is not necessary.
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No


Principal Investigator’s Signature:
	
	
	

	                     Printed Name of Investigator/Reporter
	
	Date

	
	
	

	
	
	

	
	
	

	Principal Investigator Signature
	
	Date


Please submit the original document directly to:
Research Ethics Board Office

Niagara Health System – Welland Site
65 Third Street
Welland, ON   L3B 4W6
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