FORM 3.8
PROTOCOL VIOLATION/ DEVIATION REPORT

	MHREC Protocol no.
	

	Sponsor Protocol no. (if
applicable)
	

	Submission Date
	

	Date of Initial Approval
	

	Protocol Title
	

	Principle Investigator
	



Describe the violation / deviation:
 
Does the protocol violation / deviation have any impact on the credibility of the data?
Yes No

Does the protocol violation / deviation have any impact on the patient’s safety?
Yes No

Corrective action:


Preventive action:

Primary investigator name and signature:












For MHREC USE

Assessment by the primary reviewer:
· Major PI Deviation from the protocol
· Minor PI Deviation from the protocol
· Participant non-compliance
Comments:

Reviewer’s Name and Signature Date:

MHREC Final Action (to be communicated with the PI):
· Acknowledged– no further information or action required
· Additional information required – additional information is needed in order to properly evaluate the violation
· Correction and/or corrective actions are required. The MHREC must specify the corrective measures to prevent harm to current and future research participants
· Site visit needed
Required corrective action:

Please provide further information within 5 working days.





