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Use this form in association with SOP R&D/S09 
Set-Up and Management of Research Studies
IT IS THE RESPONSIBILITY OF ALL USERS OF THIS FORM TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&D Unit’s website and/or Q-Pulse for information relating to the implementation of new or revised versions.  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.  

The definitive versions of all R&D Unit SOPs appear online. If you are reading this in printed form check that the version number and date below is the most recent one as shown on the R&D Unit website: www.northyorksresearch.nhs.uk/sops.html and/or Q-Pulse
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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
	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.

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


	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

	Dated statement that the participant has entered the clinical study (e.g. ‘patient enrolled in xxx study’)
	Patient Notes

	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 Notes

	Visit Dates
	Patient Notes

	Diagnoses made (including confirmation of disease/condition being treated)
	Patient Notes

	Concomitant Medication in accordance with normal clinical practice
	Patient Notes

	All Serious Adverse Events
	Patient Notes

	Completed informed consent form 


	Patient Notes (copy) / Site File (original)

	Copy of GP letter (as applicable)
	Patient Notes


The following information required in source data should be amended as required by the protocol and may be used to specify which data can be entered directly into the CRF as source (in line with protocol/monitoring plan):
	Source Data Type
	Location

	Medical History 
	

	Demographics
	

	Weight
	

	Inclusion/Exclusion Criteria
	

	Pregnancy Test (if applicable)
	

	Study Drug Administration
	

	Lab Safety Data (bloods and urine)
	Lab reports filed in Patient Notes

	PK Sample Time
	

	Vital Signs
	

	12-lead ECG
	Printout filed in Patient Notes

	AEs / SAEs / Pregnancy Notification
	

	X-ray / imagery scans
	

	Automated instrument printouts
	

	Study Termination Date/Participant Withdrawal date
	


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

	Current Version and Date of list
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