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Protocol Deviation Review and Analysis Form

This form accompanies RD/QMS/SOP/012 - Managing Breaches of Good Clinical Practice or the Protocol
	Purpose: 
	To support sponsor led assessment of protocol deviations, including their impact on participant safety, data integrity, and regulatory significance and to clarify the rating of minor, major and serious for protocol deviations

	Scope:
	All NBT sponsored studies

	Who should complete this form:
	Research Operations Manager, Research Compliance Manager, Clinical Trials Officer



Categories: 
	Minor:  A deviation or non-compliance from the protocol, GCP or Sponsor procedures, that is not approved by the sponsor / REC / MHRA prior to its implementation that does not impact on subjects’ safety or compromise the integrity of the study data. (Unlikely to affect)


	Major: A major protocol violation or non-compliance is one that could potentially impact on the participant safety or affects the integrity of the study data or indicated a potential wider system or process failure


	Serious: A serious protocol violation or non-compliance is one that has impact on the participants’ safety or significantly affects the data integrity of the study data (Has affected) or indicates a potential wider system failure, as assessed by the sponsor.




The following form should be used to review escalated Protocol Deviation/ Non-compliance.  
The following SBAR format must be followed:
	SITUATION: 


	

	BACKGROUND: 


	

	ACTION: 


	

	RECOMMENDATION:


	



	
	Form completed by: 
	

	Date:
	



	Outcome:

	☐ No further regulatory action required
☐ Refer to Sponsor for serious breach assessment
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