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Version History Log

This area should detail the version history for this document.  It should detail the key elements of the changes to the versions.

	Version
	Date Implemented
	Reviewers
	Details of significant changes

	1.0
	14th November 2011
	
	

	2.0
	17th August 2017
	
	Removal of references to the North and East Yorkshire R&D Alliance.  Change of author.

	3.0
	11th October 2023
	Jonathan Hawker
Mags Szewczyk
	Change of link to R&D website. Change of Trust name

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	R&D Ref/ IRAS number:
	
	Eudract Number:
	

	Study Title:
	

	Principal Investigator:
	

	Study Site:
	


SOURCE DATA LOCATION LIST
The minimum requirements for source data for each participant are specified in the table below and should not be amended. 
	Source Data Type
	Location

	 Provision of the information sheet/invitation to consider study (date & details of documents provided including version)
	 Patient’s Medical Records (Core Patient Database (CPD) or Paper Notes if applicable)

	Obtaining informed consent: statement to confirm that the participant has signed the informed consent form for (specify version of consent form signed) and that they have been given a copy of the PIS and consent form (specify document versions)
	Patient’s Medical Records (Core Patient Database (CPD) or Paper Notes if applicable)

	 Completed informed consent form (copy to medical notes/ original in the ISF)
	Patient’s Medical Records (Core Patient Database (CPD) or Paper Notes if applicable)

	 Copy of GP letter (if applicable)
	Patient’s Medical Records (Core Patient Database (CPD) or Paper Notes if applicable)

	 Eligibility assessment & decision and any required supporting information not available elsewhere within the notes
	Patient’s Medical Records (Core Patient Database (CPD) or Paper Notes if applicable)

	 Randomisation or trial entry (please ensure that blind is maintained for any blinded trials)
	Patient’s Medical Records (Core Patient Database (CPD) or Paper Notes if applicable)

	Trial visits or follow-up phone calls required by the protocol
	 Patient’s Medical Records (Core Patient Database (CPD) or Paper Notes if applicable)

	 Treatment and dosing decisions, including changes to concomitant medications
	Patient’s Medical Records (Core Patient Database (CPD) or Paper Notes if applicable)

	 Any trial-related decisions relating to the clinical care of the participant
	Patient’s Medical Records (Core Patient Database (CPD) or Paper Notes if applicable)

	All Serious Adverse Events (including seriousness, causality, severity)
	Patient’s Medical Records (Core Patient Database (CPD) or Paper Notes if applicable)

	Withdrawal, termination or end of trial involvement
	Patient’s Medical Records (Core Patient Database (CPD) or Paper Notes if applicable)


Any other information  required by the study protocol  should be discussed with the study sponsor representative and recorded in the table below to specify which data can be entered directly into the CRF as source (in line with protocol/monitoring plan), and which data should be recorded in Patient Medical Records
	Source Data Type
	Location

	e.g. Vital Signs 
	Study specific CRF (hard copy held in the ISF) or eCRF held on ……….

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


Continue/delete table rows as necessary….
	Compiled by (Signature and Date)
	

	Current Version and Date of list
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