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R&D/F64 – SDV Form



Source Data Verification (SDV) Form
This Form must be used in conjunction with R&D/S08 Monitoring; and R&D/S71 Auditing. 
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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	Form Reference:
	R&D/F64

	Version Number:
	6.0

	Author:
	Monica Haritakis 

	Implementation date of current version:
	13th February 2023


	Approved by:
	Name/Position:
	Deborah Phillips, Research Advisor

 

	
	Date:
	17th January 2023

	
	Name/Position:
	Sarah Sheath, SOP Controller


	
	Date:
	16th January 2023


	This Form will normally be reviewed every 3 years unless changes to the legislation require otherwise


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
	21st February 2011
	
	New form created by removal of Appendix 1 from Monitoring Report Form

	2.0
	19th March 2012
	
	Change of SOP Controller

	3.0
	15th April 2013
	
	Removal of references to the North and East Yorkshire R&D Alliance

	4.0
	17th August 2017
	
	Change of author. 

	5.0
	9th December 2019
	
	Change of author.  Change of link to R&D website. Minor changes to form.

	6.0
	13th February 2023
	Monica Haritakis
	Change of Trust name. Reference to exemption to SOP R&D/24 added.

	
	
	
	

	
	
	
	

	
	
	
	


SOURCE DATA VERIFICATION FORM
Reproduce this Form for each participant whose records are checked

	Study Title (short):    


	IRAS number:    
	Eudract Number:    

	Chief / Principal Investigator at Site:    

	Date of monitoring/audit visit:    

	Records Check for Participant ID: {insert ID number} 

	
	Yes
	No
	Comments 

	1.  Are source data for this participant retained in the appropriate place(s) (as per Source Data Location List)


	
	
	

	2.  When this participant was recruited were the correct, approved, patient information sheets and consent forms used?


	
	
	

	3.  Was consent given prior to study procedures?


	
	
	

	4.  Were all consent procedures prescribed by the Clinical Trial Regulations or the Ethics Committee followed?


	
	
	

	5. Does the study have an exemption to SOP R&D/S24 Identifying Research Participant in the Medical Notes and on CPD in place?
	
	
	

	5.  Is this participant’s informed consent and confirmation of receipt of participant information properly documented and recorded in the health records or other source data file (if applicable)?

Are there consent forms relating to other concurrent research studies (indicate studies and date of consent if applicable)?


	
	
	

	6.  Was the decision on eligibility of this participant (compliance with inclusion and exclusion criteria) taken on the basis of documented evidence in existence at the date of the decision?


	
	
	

	7.  Was the decision on eligibility taken by the CI/PI or other authorised person?


	
	
	

	8. Have all staff that have recorded information been delegated to do so by the Investigator? (i.e. present on the Delegation Log)


	
	
	

	9.  Do Case Report Forms and other study documents contain any entry error, omission or illegibility?


	
	
	

	10.  Has the CI/PI or other authorised person made corrections, additions, or deletions appropriately and dated / initialled them?


	
	
	

	11.  Is there in the health records or other source data file a letter (to GP) informing of patients trial participation? (if applicable)

	
	
	

	12.  Is there a label on the cover of the health records stating that the participant is in a clinical trial?

Are records flagged in CPD? (if applicable)

	
	
	

	13.  Are study activities recorded in health records?


	
	
	

	14.  Are reported Serious Adverse Events verifiable against patient records?


	
	
	

	15.  Are there any adverse events recorded in the health records or other source data file that have not been documented as study data?
	
	
	

	16.  Are there any serious adverse events recorded in the health records or other source data file that have not been documented and reported in accordance with the protocol and the Clinical Trial Regulations?


	
	
	

	17.  Is withdrawal from the study documented (where applicable)?


	
	
	

	18.  Are primary (and secondary) outcome data consistent with source data?


	
	
	

	Participant’s Records Check: Comments (include information on which visits /CRF data checked)
   


	Signature of Monitor/Auditor Completing Form
	

	Date
	dd-mmm-yy

	Name (printed)
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