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Protocol Deviation Guidance
DEFINITION
A protocol deviation is any change, divergence, or departure from the study design or procedures defined in the protocol.  Deviations may or may not have a significant effect on the research participant’s rights, safety or welfare. Additionally. deviations may or may not significantly impact the completeness, accuracy, and/or reliability of the study data or compromise the scientific value of the research. 

GUIDANCE
Protocol deviations should be documented in the case report form (CRF), deviations/violations log, and in a file note including the appropriate corrective and preventative action taken in order to ensure they do not recur. 
Minor deviations may not be required to be reported to the sponsor or the REB. It is the PI’s responsibility to comply with the reporting requirements outlined in the signed contract/agreement and to any data and safety monitoring committee (DSMC) in accordance with their policies. Deviations should be summarized and reported to the REB using the form below within ten (10) working days of the investigator becoming aware of the deviation. The Investigator, or person designated by the Investigator (in the trial delegation log), should document and explain any deviation from the approved protocol.

The Principal Investigator’s proposed preventive action plan should include an active process for addressing the causal elements so the reviewer would conclude that the investigator has a serious, viable plan in place for assuring the safety of research participants and the oversight of data integrity. Deviations will be reviewed at the next available REB meeting.

Reportable protocol deviations may:
· The deviation is intentional or the result of gross negligence during the conduct of the study
· The deviation poses an additional risk to research participants
· The deviation may breach the confidentiality of participant's data
· The deviation may call into question the free, voluntary, and informed nature of the participant's consent
· The deviation may an impact on data integrity

On the other hand, minor protocol deviations generally pose no risk to the participant, and do not significantly affect the scientific value of the data. If you are unsure about whether your protocol deviation is major or minor, please contact researchethicsboard@tehn.ca. 

Protocol Deviation Report Form
	SECTION 1 – Study Identification

	[bookmark: Text2]REB Reference Number:      

	[bookmark: Text3]Study Title:      

	

	SECTION 2 – Contact Information 

	Local MGH Principal Investigator:      

	Department/Division/ Program:      

	Telephone:      

	Email Address:      

	Name of Person Completing the Form & Role:      

	Address:      

	Telephone:      

	Email Address:      

	

	SECTION 3 –Deviation(s) Information

	 
Type of Deviation:
	☐ Participants enrolled during lapse in REB approval

	☐ Participant(s) enrolled that did not meet inclusion/exclusion criteria

	☐ Deviation from approved consent process

	☐ Study drug/intervention errors

	☐ Breach of participant confidentiality

	☐ Failure to perform a required study procedure

	☐ More participants enrolled than approved by REB 

	☐ Other (please specify):      





	Date of Event
	Participant ID Number
	Describe in detail the deviation identified above 

	Date	     
	     

	Date	     
	     

	Date	     
	     

	Date	     
	     

	Date	     
	     

	Date	     
	     

	Date	     
	     

	

	SECTION 4 – Corrective Action

	Please describe the corrective action(s) that were implemented to address the protocol deviation(s): 

	     

	

	SECTION 5 – Preventative Action

	Please describe the preventative action(s) that were implemented to prevent the protocol deviation(s) from occurring again in the future:      


	SECTION 6 – General Questions 

		1. Did the protocol deviation increase the risk or the possibility of risk for the research participant(s)?  
 |_| YES       |_| NO
  If “Yes”, please describe the increased risk:      


	2. Was/were the research participant(s) informed of the event?   
|_| YES       |_| NO
  If no, please explain why:      


	3. Does the protocol deviation compromise the study efficacy or integrity of the study data? 
|_| YES       |_| NO 
  If “YES”, please describe:      



MGH Local Principal Investigator Attestation
This signature attests that I as the MGH Local Principal Investigator have assessed the safety implications of the protocol deviation(s) identified above, and its impact on study procedures and I am prepared to take the necessary steps to implement any change(s). Further, the Lead Study Investigator (if applicable) and I will not implement any changes to, or deviations from the protocol without Research Ethics Board approval except to eliminate an immediate hazard to study participants or when changes involve only logistical or administrative aspects of the study. I attest to the accuracy of this report.
I warrant that this study will continue to be conducted in accordance with the Tri-Council Policy Statement Ethical Conduct for Research Involving Humans (TCPS), the Ontario Personal Health Information Protection Act (PHIPA) 2004, and other relevant laws, regulations or guidelines, (e.g., Health Canada Part C, Division 5 of the Food and Drug Regulations, Part 4 of the Natural Health Products Regulations, Medical Devices Regulations, and ICH/GCP Consolidated Guideline E6).


	     
	
	
	
	Today’s date

	Print Name
	
	Signature
	
	Date




Submission Instructions:
One (1) electronic copy of this signed and dated form.

Return to:  
Email: ResearchEthicsBoard@tehn.ca 


References:
· N2 Investigator SOP007_10 - Research Ethics Board: Submissions and Ongoing Communication (available on iCare)
· OCREB Reporting Protocol Deviations Memo, September 2018: https://ocreb.ca/wp-content/uploads/2018/09/Guidance-for-protocol-deviation-reporting.pdf 
· Office for Human Research Protection (OHRP) Guidance on Reviewing and Reporting Unanticipated problems Involving risks to Participants or Others and Adverse Events
· ICH Good Clinical Practice Guidelines: https://database.ich.org/sites/default/files/ICH_E6%28R3%29_Step4_FinalGuideline_2025_0106.pdf 
· Office for Human Research Protections (OHRP) Unanticipated Problems Involving Risks & Adverse Events Guidance (2007) http://www.hhs.gov/ohrp/regulations-and-policy/guidance/reviewing-unanticipated-problems/ 
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