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	Short Study Title:
	
	IRAS ID:
	

	Site Name & Number:
	
	Sponsor ID:
	

	Principal Investigator (PI):
	
	REC Ref:
	


	Deviation number

(sequential starting at  001)
	Description of Deviation

(include subject number) 
	Date occurred


	Type of deviation 
(Tick one option)
	Serious breach?
 (Tick one option)
	Date investigator informed
	Corrective and Preventative action taken by the Investigator
	Date submitted to Sponsor
(for critical and major deviations, and serious breaches)
	Date MHRA informed 
(for serious breaches only)



	
	
	
	Critical 
	
	Yes □ No □
	
	
	
	

	
	
	
	Major
	
	
	
	
	
	

	
	
	
	Other (minor)
	
	
	
	
	
	

	
	
	
	Critical 
	
	Yes □ No □
	
	
	
	

	
	
	
	Major
	
	
	
	
	
	

	
	
	
	Other (minor)
	
	
	
	
	
	

	
	
	
	Critical 
	
	Yes □ No □
	
	
	
	

	
	
	
	Major
	
	
	
	
	
	

	
	
	
	Other (minor)
	
	
	
	
	
	

	
	
	
	Critical 
	
	Yes □ No □
	
	
	
	

	
	
	
	Major
	
	
	
	
	
	

	
	
	
	Other (minor)
	
	
	
	
	
	

	
	
	
	Critical 
	
	Yes □ No □
	
	
	
	

	
	
	
	Major
	
	
	
	
	
	

	
	
	
	Other (minor)
	
	
	
	
	
	


1Protocol Deviation: is any change, divergence or departure from the study design or procedures as defined in the protocol. 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.
Protocol deviations will be assigned to one of three groups:
Critical
· Conditions, practices or processes that adversely affect the rights, safety or well-being of trial subjects and/or the quality and integrity of data

· Critical observations are considered totally unacceptable

· All critical protocol deviations must be reported to the JREO immediately, since they may be reclassified as a serious breach.
Remarks: Observations classified as critical may include a pattern of deviations classified as major, bad quality data and/or absence of source        documents. Manipulation and intentional misrepresentation of data are considered to be critical deviations.
Major

· Conditions, practices or processes that might adversely affect the rights, safety or well-being of trial subjects and/or the quality and integrity of data 

· Major observations are serious findings and are direct violations of GCP principals

Remarks: Observations classified as major may include a pattern of minor deviations and/or numerous minor observations 

Other (minor)

· Conditions, practices or processes that would not be expected to adversely affect the rights, safety or well-being of the subjects and/or the quality and integrity of data 

· Observations classified as minor indicate the need for improvement of conditions, practices or processes

Remarks: Many minor observations may be grouped and categorised as a major finding.
2Serious 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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