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R&D/F98 Medical Records Checklist



Medical Records Checklist
Use this form in association with SOP R&D/S71 Auditing Research Studies and Processes

IT IS THE RESPONSIBILITY OF ALL USERS OF THIS SOP 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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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
	Template Reference:
	R&D/F98

	Version Number:
	4.0

	Author:
	Jonathan Hawker

	Implementation date of current version:
	9th October 2023


	Approved by:
	Name/Position:
	Monica Haritakis, Research QA Manager


	
	Date:
	11th September 2023

	
	Name/Position:
	Sarah Sheath, SOP Controller


	
	Date:
	11th September 2023


	This Template 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
	12th August 2014
	
	

	2.0
	21st September 2015
	
	Change of author. Minor changes. 

	3.0
	18th September 2017
	
	Two year review, no changes required

	4.0
	9th October 2023
	Jonathan Hawker
	Change to link for R&D website. Change of Trust name.  Change of author

	
	
	
	


Medical Records Checklist
	Section 1. Review of Participants Medical Records

	Patient ID:  

	
	
	Yes 
	No 
	N/A
	Comment

	1.
	Research Alert Sticker on the medical records (contact details/retention period)?
	
	
	
	

	1.1
	Are Records flagged in CPD (any study that requires safety reporting -CTIMPs & non-CTIMPs). 
	  
	  
	  
	  

	1.2
	Signed copy of informed consent form filed?
	   
	
	
	  

	1.3
	Copy of the Patient Information Sheet filed?
	
	
	
	

	1.4
	Copy of the GP letter signed by PI filed (if applicable)?
	
	
	
	

	1.5
	Research activity documented in the notes e.g. Consent: ,baseline,  follow-up visits etc.
	
	
	
	

	1.6
	Participant meets all eligibility criteria to take part in the study?
	  
	  
	  
	  

	1.7
	Written confirmation of eligibility has been confirmed? 
	
	
	
	

	1.8
	Are reported Serious Adverse Events verifiable against patient records (if applicable) 
	  
	  
	  
	  

	1.9
	Are there any adverse events recorded in the health records (or other source data) that have not been documented and reported in accordance with the protocol. 
	  
	   
	  
	   

	Section 1. Comments:   


	Research Monitor/Auditor Signature: 
	

	Date: 
	

	Name (printed) 
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