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MRCZ PROTOCOL DEVIATION REPORTING FORM  
This form must be completed and submitted to MRCZ for each incident of deviation or violation within 7 days of site awareness
	MRCZ Protocol #:
	

	Principal Investigator:
	

	Report prepared by:
	
	Phone: 
	

	
	
	Email: 
	

	Date Form completed
	

	Study Title:
	

	Location of Deviation:
	Date of Occurrence
	Participant ID.:
	Date of Site Awareness:

	
	
	
	

	Please describe the deviation / Violation / Participant non-compliance

	

	Describe the impact of the error on risk/benefit ratio


	

	Describe the impact of error on data integrity
	

	Describe the impact of error on willingness to continue in the study


	

	Explain the reasons for deviation
	

	Describe any steps taken to address this deviation                                
	

	  Describe what corrective actions you have taken to prevent recurrence
	

	Were the following notified
	   MCAZ          FORMCHECKBOX 
 No

                          FORMCHECKBOX 
 Yes
	  SPONSOR            FORMCHECKBOX 
 No
                                 FORMCHECKBOX 
 Yes

	Dates of Notification
	
	

	[image: image1]__________________________________                     

               Signature                                                                                      Date                                                
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