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	Gap-analyse for Forsøgtes navn, EU CT XXXX-XXXXXX-XX-XX, Sponsor: Navn

	Evaluering foretaget af Principal Investigator: navn (og andre delegerede hvis relevant)

	Evaluering foretaget DD.MM.ÅÅÅÅ

	Emne
	ICH E6 R3
	ICH E6 R2
	GAP 
Ja/nej
	Hvis ja, hvad er ikke compliant
	Ændringer, der skal foretages

	Miscellaneous

	PI reviews and endorses the reported data at important milestones 
	2.12.5 
	4.9.1
	
	
	

	PI reviews the important protocol deviations communicated to them by sponsor
	2.5.3
	4.5.3
	
	
	

	Oversight

	Regarding source record(s), the methods of data capture and their location is defined by PI
	2.12.2
	4,9
	
	
	

	Data acquisition tools and other systems deployed by the sponsor are used as specified 
	2.12.4
	4,9
	
	
	

	Systems deployed by the investigator/institution are following R3
	2.12.9, 2.12.10
	4,9
	
	
	

	Service Providers are suitable, and agreements are compiled 
	2.3.1,
2.3.4
	4,2
	
	
	

	Risk proportioned oversight of service providers are performed by PI. 
	2.3.1
	4,2
	
	
	

	Systems deployed by the Investigator specifically for conducting clinical trials at the site are compliant with R3.
	4.3
	5,5
	
	
	

	Qualification	

	Delegation and relevant training of persons and parties are performed and documented

	2.3.2
	4
	
	
	

	Essential Records (Investigator Site File, ISF)

	All records are identifiable, and version controlled 
	C.2.1
	NA
	
	
	

	Alterations to essential records  are  traceable 
	C.2.6
	NA
	
	
	

	Data and relevant metadata in the data acquisition tools are present
	C.3.1.n
C.3.3
	NA
	
	
	

	Documentation for selection, assessment and oversight of service providers conducting important trial-related activities is present
	C.3.1.p
C.3.3
	(4.6.2)
	
	
	

	Trial specific training records are present
	C.3.1.m
C.3.3
	(2.8)
	
	
	

	Instructions for use of important trial-specific systems are present
	C.3.3
	NA
	
	
	

	Records demonstrating the fitness for purpose for equipment used for important trial activities are present
	C.3.3
	NA
	
	
	

	Documentation for validation of trial-specific computerized system is present.
   Documentation for assessment of non-trial-specific as fit for purpose for their intended use in the trial is present
	C.3.1.h
C.3.3
	NA
	
	
	

	Documentation for collection, processing, storing and shipment of body fluids/tissue samples is present 
	C.3.1.t
C.3.3
	(8.3.8)
	
	
	

	Records of relabeling of investigational product are present 
	C.3.1.u
C.3.3
	NA
	
	
	

	Records and reports of non-compliance including protocol deviations and corrective and preventative actions are present
	C.3.1.r
C.3.3
	NA
	
	
	

	Date and signature Principal Investigator:
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