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R&D/F13 – Laboratory Investigator Site File (ISF) Audit

Laboratory Investigator Site File (ISF) Audit
This Template should be used in conjunction with R&D/S35
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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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
	SOP Reference:
	R&D/F13

	Version Number:
	3.0

	Author:
	Sarah Bell

	Implementation date of current version:
	13th February 2023


	Approved by:
	Name/Position:
	Laura Griffiths, Lab Manager 


	
	Date:
	18th January 2023

	
	Name/Position:
	Sarah Sheath, SOP Controller


	
	Date:
	17th January 2023


	This SOP will normally be reviewed at least 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
	23rd October 2017
	
	

	2.0
	2nd October 2019
	
	Change of link to R&D website. Redesign of form. Rename of form

	3.0
	13th February 2023
	Sarah Bell
	Change to Trust name. Change of author. Removal of repeated information. Table formatting changes.

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


 Laboratory Investigator Site File (ISF) Audit
	Full Study Title:  
	 

	Study Acronym:
	
	R&D Reference:
	

	IRAS Number :  
	
	Sponsor:  
	

	EUDRACT Number:   
	
	Principal Investigator:
	

	Site:
	
	Research Team:
	


	Audit Type:
	☐ ISF – Full Audit
	☐ ISF – Histology Audit
	☐ Specimen Audit

	Findings Summary: 
	 

	Audit Completed By:
	 
	Date of Audit:
	 

	CA Summary:
	

	PA Summary:
	

	CAPA Completed By:
	 
	Date of Completion:
	 


Please sign and date to acknowledge all corrective and preventative actions have been completed and a record of this audit has been documented QA Spreadsheet. The completed form should now be filed in the Laboratory ISF.
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ISF – Full Audit
	Laboratory ISF
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	Overall File Condition
	
	
	
	
	

	R&D/T09 Spine Template
	
	
	
	
	

	R&D/T07 Laboratory Site File Contents Page   
	
	
	
	
	

	Notes/Comments:


	
	
	
	
	

	Section 1
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	R&D/F73 Laboratory Research Clinical Trial Set Up Form
	
	
	
	
	

	Permissions
	
	
	
	
	

	CCaC
	
	
	
	
	

	Notes/Comments:


	 

	Section 2
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	R&D/F72 Staff Signature & Training Log
	
	
	
	
	

	Notes/Comments:
	

	Section 3
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	Protocol
	
	
	
	
	

	Notes/Comments:
	

	Section 4
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	R&D/F23 Laboratory Amendment Log
	
	
	
	
	

	Notes/Comments:
	

	Section 5
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	Correspondence
	
	
	
	
	

	Notes/Comments:
	

	Section 6
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	Laboratory Manual
	
	
	
	
	

	Notes/Comments:
	

	Section 7
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	R&D/F51 Specimen Receipt Log
	
	
	
	
	

	Notes/Comments:
	

	Section 8
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	Requisition Forms
	
	
	
	
	

	Notes/Comments:
	

	Section 9
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	R&D/F32 Specimen Location Log
	
	
	
	
	

	R&D/T60 Storage Box Sample Location Log
	
	
	
	
	

	R&D/F74Specimen Incubation Log
	
	
	
	
	

	Notes/Comments:
	

	Section 10
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	R&D/F62 Specimen Shipping Log
	
	
	
	
	

	R&D/T60 Storage Box
	
	
	
	
	

	Notes/Comments:
	

	Section 11
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	Shipping Receipts
	
	
	
	
	

	Notes/Comments:
	

	Section 12
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	R&D/F31 Specimen Deviation Log
	
	
	
	
	

	Deviation Correspondence
	
	
	
	
	

	Notes/Comments:
	

	Section 13
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	Study Specific Document [Insert name]
	
	
	
	
	

	Notes/Comments:
	

	Section 14
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	R&D/F28 Specimen Destruction Log
	
	
	
	
	

	Notes/Comments:
	

	Section 15
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	R&D/F59 File Note Log
	
	
	
	
	

	R&D/T20 File Note [Insert number]
	
	
	
	
	

	Notes/Comments:
	

	Section 16
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	R&D/F13 Laboratory Audit Checklist
	
	
	
	
	

	Notes/Comments:
	

	Section 17
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	Superseded Laboratory Manual 
	
	
	
	
	

	Notes/Comments:
	

	Section 18
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	Study Specific Document [Insert name] or delete
	
	
	
	
	

	Notes/Comments:
	
	
	
	
	

	Section 19
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	Study Specific Document [Insert name] or delete 
	
	
	
	
	

	Notes/Comments:
	
	
	
	
	

	Section 20
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	Study Specific Document [Insert name] or delete
	
	
	
	
	

	Notes/Comments:
	
	
	
	
	


ISF – Histology Audit

	Laboratory ISF
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO*
	N/A
	
	

	Overall File Condition
	
	
	
	
	

	R&D/T63 Histopathology Site File Contents Page 
	
	
	
	
	

	R&D/F73 Laboratory Research Clinical Trial Set Up Form 
	
	
	
	
	

	R&D/F72 Staff Signature & Training Log
	
	
	
	
	

	R&D/F23 Laboratory Amendment Log 
	
	
	
	
	

	Laboratory Manual
	
	
	
	
	

	R&D/F53 Histopathology Specimen Log
	
	
	
	
	

	Requisition Forms
	
	
	
	
	

	Shipping Receipts
	
	
	
	
	

	Study Specific Document [Insert name]
	
	
	
	
	

	R&D/F13 Laboratory Audit Checklist
	
	
	
	
	

	Correspondence
	
	
	
	
	

	R&D/F59 File Note Log
	
	
	
	
	

	R&D/T20 File Note [Insert number]
	
	
	
	
	

	Notes/Comments:


	 


Specimen Audit

	Patient/Trial ID:
	
	Collection Date:
	

	Visit:
	
	Central Laboratory No.:
	


	1. Full Chain of Custody Maintained in ISF:
	☐ YES
	☐ NO
	☐ N/A

	2. All Research Activities Completed By Trained Staff: 
	☐ YES
	☐ NO
	☐ N/A

	3. Sampling as per Protocol/Study SOP, and Where Applicable, Deviations Recorded and CAPA Complete:
	☐ YES
	☐ NO
	☐ N/A

	4. All Equipment Used for Research Activities  Calibrated and Maintained:
	☐ YES
	☐ NO
	☐ N/A

	5. Samples Stored Under the Correct Conditions, and Where Applicable, Storage Unit(s) Deviations Recorded and CAPA Complete:
	☐ YES
	☐ NO
	☐ N/A


	1. Full Chain of Custody Maintained in ISF:
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	R&D/F51 Specimen Receipt Log
	
	
	
	
	

	R&D/F32 Specimen Location Log
	
	
	
	
	

	R&D/T60 Storage Box Sample Location Log
	
	
	
	
	

	R&D/F62 Specimen Shipping Log
	
	
	
	
	

	Study Specific Document [Insert name]
	
	
	
	
	

	R&D/F74Specimen Incubation Log 
	
	
	
	
	

	R&D/F28 Specimen Destruction Log
	
	
	
	
	

	R&D/F31 Specimen Deviation Log
	
	
	
	
	

	Notes/Comments:
	

	2. Training
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO
	N/A
	
	

	R&D/F72 Staff Signature & Training Log
	
	
	
	
	

	GCP Certificates
	
	
	
	
	

	Notes/Comments:
	

	3. Sample Processing/ Deviations
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO*
	N/A
	
	

	R&D/F31 Specimen Deviation Log
	
	
	
	
	

	Study Specific Document [Insert name]
	
	
	
	
	

	Deviation Correspondence
	
	
	
	
	

	Notes/Comments:
	

	4. Equipment Maintenance/Calibration
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO*
	N/A
	
	

	[Insert Unit Name] Calibration
	
	
	
	
	

	[Insert Unit Name] Maintenance
	
	
	
	
	

	Notes/Comments:
	  

	5. Temperature Monitoring
	Conforms:
	Findings:
	CAPA:

	
	YES
	NO*
	N/A
	
	

	[Insert Unit Name] Maintenance
	
	
	
	
	

	[Insert Unit Name] Tutela Incident Report(s)
	
	
	
	
	

	R&D/F31 Specimen Deviation Log
	
	
	
	
	

	[Insert Unit Name] Calibration Certificate
	
	
	
	
	

	Notes/Comments:
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