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Deviations and Serious Breaches Report (for sites)
	Project Title: 
	

	Chief Investigator:
	
	REC reference
	

	Sponsor: 
	
	EudraCT Number: 
(if applicable)
	



Please complete a report for any incident which deviates from the principles of GCP or the approved protocol and send it to [email of trial office / Trial Manager / other]. Please report any Urgent Safety Measures on the USM Reporting Form instead.

Definitions: 
Deviation: Any minor unintended departure from the approved project protocol and/or Good Clinical Practice (GCP) that does not result in harm to project participants or significantly affect the scientific value of the project data e.g. boxes on consent form ticked rather than initialled; completed consent form misfiled; visit date deviation; single dosing error of recently expired Investigational Medicinal Product (IMP). Repeated deviations have the potential to be classed as serious breaches dependent on their project impact.
Serious breach: A deviation that has the potential to affect to a significant degree either of the following:
1. The rights, safety, physical or mental integrity of the participant(s) of the research project 
2. The scientific value of the research project

	Date of incident:
	(DD/MM/YYYY)

	Type of incident: 
	☐   Deviation        ☐  Serious breach

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

	Site where incident occurred:
	

	Trial ID of the participants involved (if applicable)
	

	Name of person reporting incident to Trial office:
	

	Tel No of person reporting incident:
	

	Email of person reporting incident:
	

	

	Detail of the deviation / serious breach 

	

	





	Corrective and Preventive Actions (CAPAs) Implemented:

	Corrective action(s):











		

	Preventative action(s):







	FOR TRIAL OFFICE USE ONLY 

Instructions to the Trial Office: Please complete STU-AD-FRM-039 with further information about the review of the incident. 


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

	Incident ID assigned: 
	ID taken from Deviation Breach USM log in TMF 




	CAPA tracker

	CAPA reported by site (add rows as required)
	Date CAPA closed
	Approved at Trial Office by:

	1.
	
	

	2.
	
	

	3.
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