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	PROTOCOL DEVIATION LOG – UCL/UCLH SPONSORED STUDIES

	Study Title:

	R&D/EDGE Reference:
	Sponsor:
	Chief Investigator:

	Principal Investigator: 
	Sub-Investigators (if applicable):
	Page Number: ______ of _______ 



	Event Number
	Protocol Version Number
	Event Date
DD-MM-YYYY
	Participant ID
	Description of Deviation
	Deviation Code
	Corrective & Preventative Actions taken to avoid recurrence
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UCLH/UCL Joint Research Office





Protocol Deviation: Any unintended departure from the most current version of an approved protocol, which does NOT result in harm to the trial subjects or significantly affect the scientific value of the study. These do not need to be reported to the Sponsor or JRO, but must be documented in the Investigator Site File. Appropriate corrective and preventative actions must be taken and recorded below.





Deviation Codes:	A. Consent Procedure	B. Inclusion/Exclusion Criteria           C. Randomisation Procedures          D. Study Procedures            E. Laboratory Procedures	   F. Visit Schedule	             H. Other





Investigator Name: _______________________________________________	Investigator Signature: ____________________________ Date: ______________
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