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	Short Study Title:
	

	Site Name & Number:
	
	JREO number:
	

	Principal Investigator (PI):
	
	EudraCT Number:
	


	Description of Deviation/Violation 
(include subject number)
	Date occurred


	Please tick appropriate box
	Date Investigator informed


	Corrective and Preventative action taken by the Investigator
	Date submitted to Sponsor


	Date MHRA informed (for Serious Breaches only)



	
	
	Deviation1 
	Violation2
	Serious Breach3
	
	
	
	

	
	
	
	Major
	
	Yes
	
	
	
	
	

	
	
	
	Minor
	
	No
	
	
	
	
	

	
	
	
	Major
	
	Yes
	
	
	
	
	

	
	
	
	Minor
	
	No
	
	
	
	
	

	
	
	
	Major
	
	Yes
	
	
	
	
	

	
	
	
	Minor
	
	No
	
	
	
	
	

	
	
	
	Major
	
	Yes
	
	
	
	
	


1Protocol Deviation: is any alteration/modification implemented that is not in accordance with the approved protocol. This also includes the Patient Information Sheet and Consent Form and any other information relating to the conduct of the trial that has been approved by the REC and CA. A deviation is usually an un-intended departure from the expected conduct of the trial and is often classified as non-serious in nature. An example of this would be undertaking a procedure in a slightly different way to that documented in the protocol whereby there was no risk to subject safety and the integrity of trial data was not affected.
2Protocol Violation: is any protocol deviation that is not approved by the REC and or CA prior to its implementation. This is often described as a serious non-compliance resulting in error, fraud or misconduct and would require reporting to the Sponsor, REC and CA within agreed timeframes. There are two types of violations;

· Major Violation - a violation that may impact on the subjects’ safety or affects the integrity of the study data (this may also constitute a Serious Breach of GCP and will require further reporting in accordance with the Sponsor’s SOP) (i.e. Failure to obtain informed consent, enrolment of subject that does not meet the inclusion criteria (previous approval not sought), undertaking trial procedures not approved by REC and/or MHRA, Failure to report an SAE to Sponsor/REC/MHRA, IMP dispensing/dosing error
· Minor Violation - a violation that does not impact on subjects’ safety or compromise the integrity of study data (i.e. missing original signed consent form (only photocopy available), use of invalid/unapproved consent form (out of date version), failure to follow trial procedure without affecting subject’s safety)
3Serious Breach is a breach which is likely to affect to a significant degree:

(a) the safety or physical or mental integrity of the subjects of the trial; or

(b) the scientific value of the trial
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