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R&D/F68 – Audit Report Form



Audit Report Form
This Form must be used for Audit Reports in conjunction with R&D /S71 Audit.  It should be completed using information collected on the working documents used at the Audit Visit - the Audit Checklist and any Source Data Verification Forms
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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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/F68

	Version Number:
	5.0

	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 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
	1st February 2012
	
	

	2.0
	12th August 2014
	
	Removal of references to the North and East Yorkshire R&D Alliance

	3.0
	21st September 2015
	
	Change of author. Minor changes. 

	4.0
	18th September 2017
	
	Change of author. Minor changes.

	5.0
	9th October 2023
	Jonathan Hawker
	Change of link to R&D website. Change of Trust name

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


AUDIT REPORT 

	Study Title (short) or Facility Visited:  



	R&D Reference:  
	EUDRACT Number:  

	Site:   




	Chief / Principal Investigator at Site:(State whether CI site or Participating site)

	Date of visit:  



	Reason for visit: Routine (planned) / For cause

	Date of previous visit:  



	Date of Report:   

	Teams / Departments visited (delete or add as required):    Investigator Team / Pharmacy / Imaging / Laboratory 



	Name and job title of all personnel seen:  



	Duration of meeting between Auditor and Site CI/PI or Department Head (if not present at all, state reason):  



	Name / designation of anyone attending meetings apart from Site personnel listed above and Auditor:   




Background and purpose of audit
The aim of the visit in mmm-yyyy was to evaluate the conduct of Study / Department  xxx-xxxx to assess compliance with the UK Clinical Trial Regulations, Research Governance Framework for Health and Social Care (2005), ICH GCP, Data Protection and the Trust’s Standard Operating Procedures.
Audit findings will be assessed according to the following criteria:

Critical: Where evidence exists that significant and unjustified departure(s) from  applicable legislative requirements has occurred with evidence that the safety or well-being of trial subjects either have been or have significant potential to be jeopardised, and/or the clinical trial data are unreliable.

Major: Where evidence exists that a significant and unjustified departure from applicable legislative requirements has occurred that may not have developed into a critical issue, but may have the potential to do so unless addressed or where evidence exists that a number of departures from applicable legislative requirements and/or established GCP guidelines have occurred within a single area of responsibility indicating a systematic quality assurance failure.

Minor: All other findings.

Scope of Audit

The following procedures/processes/documentation were subject to audit:
Audit Findings

Please see the attached action list for a comprehensive list of audit findings.

Audit Summary
Include detail on the following as appropriate to the scope of the audit: ISF/TMF maintenance, Laboratory and sample handling arrangements, Pharmacy and IMP handling arrangements, data protection, equipment, training, Participant recruitment, SDV, adverse event reporting, Protocol deviations or non-compliance with legislation, facilities.
Include reference to any Action List produced.
	Draft Report Signature of Author

	Author Name:…………………………………………………………………

Author Signature:……………………………………………………………

Date:…………………………………………………………………..



	Draft Report reviewed, any additional Actions for Lists communicated to Auditor

	R&D Representative Name:…………………………………………………………………

R&D Representative Signature:……………………………………………………………

Date:…………………………………………………………………..



	Auditor signature on Final Report, confirming all Action Lists completed and Audit is closed-out

	Auditor Name:…………………………………………………………………

Auditor Signature:……………………………………………………………

Date:…………………………………………………………………..
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