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Deviations and Serious Breaches Report (for the Trial Office)
	Project Title: 
	



Please complete the information below from the site’s completed Deviations and Serious Breaches Form and pass to the STU Quality Assurance Manager/Officer for review:
	Incident ID assigned on site report:
	

	Date of incident:
	(DD/MM/YYYY)

	Type of incident: 
	☐   Deviation        ☐  Serious breach

	Date reported to trial office:
	(DD/MM/YYYY)

	

	Summary of the deviation / serious breach (for full details, refer to the site report)

	






	INCIDENT REVIEW (click on check boxes to mark with an X)

	Date Report logged by Trial Office:
	(DD/MM/YYYY)

	Date sent to STU QAM/O:
	(DD/MM/YYYY)

	Incident type (as assessed by the QAM/O):
	☐   Deviation    ☐ (Potential) Serious Breach


	Additional opinions sought:
	☐  None ☐ Clinical   ☐ Statistical ☐ Other (please state)

	Basis for decision:
	

	QAM/O Signature:
	

	Breach Assessment Team required? 
	☐ Yes    ☐ No

	If Yes, date of team meeting: 
	(DD/MM/YYYY)

	Serious breach confirmed by team?
	☐ Yes    ☐ No

	Any further comments?
	



	If Yes, date of notification to Sponsor:


	(DD/MM/YYYY)

	If Yes, date of notification to REC:
	(DD/MM/YYYY)

	Date of notification to MHRA: (if applicable)
	(DD/MM/YYYY)

	Notifications made by:
	Name:
	

	
	Signature:
	

	BAT report filed in TMF?
	☐ Yes    ☐ No
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