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Protocol deviation log

To be used only where an Investigator Site File index has not been provided by the sponsor
	Local ref
	

	Study title
	

	Eudract Number
	

	Sponsor
	

	Chief Investigator
	

	Principal Investigator
	


	Date of deviation
	Participant ID
	Summary of deviation
	Deviation type (A-J, see key below)
	Additional comments including reason for deviation
	Study personnel name
	Study personnel signature

	
	Initials
	ID number
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Deviation type key

	A
	Informed consent procedures

	B
	Inclusion/exclusion criteria

	C
	Concomitant medication/therapy

	D
	Laboratory assessments/procedures

	E
	Study procedures

	F
	Serious adverse event reporting/Unanticipated adverse device effect

	G
	Randomisation procedures/study drug dosing

	H
	Visit schedule/interval

	I
	Efficacy ratings

	J
	Other


Template – Protocol deviation log
Created by Wendy Swann 06.03.18
Page 2 of 2

