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R&D/T46 – Closedown Checklist



Closedown Checklist
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&I Department’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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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&I Department 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&I Department website: www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	SOP Reference:
	R&D/T46

	Version Number:
	3.0

	Author:
	Jonathan Hawker

	Implementation date of current version:
	23rd December 2025


	Approved by:
	Name/Position:
	Mags Szewczyk, Research QA Manager


	
	Approval Date:
	25th November 2025

	
	Name/Position:
	Sarah Sheath, SOP Controller


	
	Approval Date:
	25th November 2025


	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
	Reviewer
	Details of significant changes

	1.0
	10th October 2023
	Jonathan Hawker
	New document

	2.0
	5th March 2025
	Jonathan Hawker
	

	3.0
	23rd December 2025
	Jonathan Hawker
Mags Szewczyk

Jenny Baker
	Tidied the document and removed some duplicated text. Sections 18 and 19 updated. Corrected issues with the restricted text fields.

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Please complete this form, confirming if the below documents are stored in your ISF, and file the original in the monitoring section. If required, please request copies of missing documents from the study Sponsor.
	Study name
	

	IRAS number
	

	Principal Investigator 
	

	Sponsor
	

	Date Study Closed (LPLV – last patient last visit)
	


	Review of medical records for each patient (if applicable)
	
	In medical records?

	
	Comments
	Y
	N
	N/A

	End of Trial involvement recorded in medical records?
	
	
	
	

	CPD flag removed? (if applicable)
	
	
	
	

	Copy of consent form and PIS filed in medical records?
	
	
	
	

	Close research referrals on CPD (if applicable)?
	
	
	
	

	Is the EDGE record up to date?
	
	
	
	

	Correct destruction date on research label of paper notes (if applicable)? 
	
	
	
	


	Site Review of Investigator Site File
	Version/Notes
	In Site File

	
	
	Y
	N
	N/A

	1. Contact Information
	
	
	
	

	Contact details of all research study personnel at this site
	
	
	
	

	Contact details of all external research study personnel 
	
	
	
	

	File any superseded versions
	
	
	
	

	2. Participant Logs and Consent Forms
	
	
	
	

	Participant screening log
	
	
	
	

	Participant enrolment log 
	
	
	
	

	Original signed consent forms
	
	
	
	

	Any related File notes and/or key correspondence
	
	
	
	

	File any superseded versions
	
	
	
	

	3. Source data
	
	
	
	

	Source data location list (if applicable)
	
	
	
	

	4. Standard Operating Procedures
	
	
	
	

	Copies of all Sponsor or Study-Specific Standard Operating Procedures (SOPs) 
	
	
	
	

	File any superseded versions
	
	
	
	

	5. Protocol and associated documents
	
	
	
	

	Version control and document tracking checklist
	
	
	
	

	Current approved protocol, signed by CI/PI
	
	
	
	

	Protocol deviation log 
	
	
	
	

	File notes related to protocol deviations/serious breaches
	
	
	
	

	Current approved Participant Information Sheet 
	
	
	
	

	Current approved Consent Form 
	
	
	
	

	Current approved GP letter (if applicable) 
	
	
	
	

	Any other study documents e.g. posters, patient ID cards 
	
	
	
	

	File any superseded versions of the above documents
	
	
	
	

	6. Data 
	
	
	
	

	Sample of current approved Case Report Form
	
	
	
	

	Sample(s) of other current approved data collection instruments (e.g., questionnaires) (Insert/delete rows as required)
	
	
	
	

	Signed, dated, and completed Case Report Forms (or a file note stating location of CRFs)
	
	
	
	

	Signed, dated, and completed questionnaires etc. (or a file note stating location of questionnaires)
	
	
	
	

	Data queries (or a file note stating location of DQs)
	
	
	
	

	Any File notes and/or key correspondence related to study data collection
	
	
	
	

	Has the sponsor made the study data available for download and filing
	
	
	
	

	File any superseded versions of the above documents
	
	
	
	

	7. Site Personnel
	
	
	
	

	Up to date, signed and dated Research CVs and GCP certificates
	
	
	
	

	Study specific staff Training Logs
	
	
	
	

	Up to date Delegation of Authority and Signature Log
	
	
	
	

	Review the delegation log to ensure “end dates” are completed against each member of staff listed and ask

the PI to complete the delegation log by initialling and dating against each entry in the appropriate column

of the log for all members of staff who have contributed to the trial. Please note: If the study PI is no longer in post, please notify R&I (email yhs-tr.research.qa@nhs.net)
	
	
	
	

	Has a line been put through any remaining lines so additions cannot be made
	
	
	
	

	Has the PI signed and dated the delegation log to confirm it is the final copy
	
	
	
	

	8. Approvals
	
	
	
	

	Copy of IRAS Form
	
	
	
	

	Copy of HRA approval email 
	
	
	
	

	Copy of Favourable ethical opinion letter 
	
	
	
	

	Copy of Clinical Trial Authorisation from MHRA (if applicable)
	
	
	
	

	9. Capacity and Capability 
	
	
	
	

	R&D Confirmation of Capacity and Capability email 
	
	
	
	

	Feasibility Assessment/Expression of Interest
	
	
	
	

	Statement of Activities
	
	
	
	

	10. Contracts/Agreements/Finance/Indemnity (if not available, please email yhs-tr.research.governance@nhs.net)
	
	
	
	

	Clinical Trial Agreement
	
	
	
	

	Indemnity and/or insurance policy evidence 
	
	
	
	

	Any other contracts relating to the study 
	
	
	
	

	Financial records and invoices 
	
	
	
	

	11. Pharmacovigilance 
	
	
	
	

	Current approved Investigator Brochure/Summary of Product Characteristics (SmPC) (as provided by the study sponsor)
	
	
	
	

	Have all the Investigator Brochure receipts been signed and filed
	
	
	
	

	Safety notifications from study Sponsor
	
	
	
	

	Adverse Event/Serious Adverse Events (AE/SAE) Log
	
	
	
	

	Completed Serious Adverse Events (SAE) Reports
	
	
	
	

	Completed Suspected Unexpected Serious Adverse Event Reports (SUSAR)
	
	
	
	

	Procedure for randomisation and unblinding/Code Break (if applicable)
	
	
	
	

	Code Break envelopes (if applicable)
	
	
	
	

	Evidence of code break test (this should be performed prior to study start date)
	
	
	
	

	Research Related Incidents and evidence of DATIX reporting
	
	
	
	

	Any File notes and/or key correspondence related to the reported AEs/SAEs/incidents, randomisation & blinding.
	
	
	
	

	File any superseded versions of the above documents
	
	
	
	

	12. Amendments
	
	
	
	

	Amendment log
	
	
	
	

	File any superseded versions
	
	
	
	

	Amendment (Identifier) 

(copy and paste selecting “insert as new rows” for each amendment)
	HRA categorisation email (date)

Notification of HRA approval (Date)

Notification of REC approval (Date)

Notification of MHRA approval (Date)

Local R&D confirmation of Continuing Capacity and Capability (Date)
	
	
	

	13. Equipment (if applicable)
	
	
	
	

	Completed R&I Equipment Checklist and/ or equipment related records and correspondence, including calibration certificates, service/maintenance records and staff training 
	
	
	
	

	14. Monitoring/ Audits
	
	
	
	

	Site Initiation Report 
	
	
	
	

	Monitoring Plan (if provided by the study sponsor)
	
	
	
	

	Monitoring Visit Log, Action Lists/Visit Reports, 
	
	
	
	

	Copy of the completed Action Lists as provided to the study sponsor 
	
	
	
	

	Any related File notes and/or key correspondence
	
	
	
	

	15. Pharmacy (if applicable)
	
	
	
	

	Pharmacy Documentation, key correspondence, and file notes
	
	
	
	

	Pharmacy site file ready for archiving
	
	
	
	

	16. Laboratory (if applicable)
	
	
	
	

	Laboratory Documentation, key correspondence, and file notes
	
	
	
	

	Laboratory site file ready for archiving
	
	
	
	

	17. Radiology (if applicable)
	
	
	
	

	Any Radiology related approvals e.g., IRMER, ARSAC
	
	
	
	

	Radiology specific SOPs/Instructions
	
	
	
	

	Other Radiology Documentation, key correspondence, and file notes
	
	
	
	

	18. End of study
	
	
	
	

	Has a study closeout visit taken place
	
	
	
	

	Has a study close out report been issued and filed
	
	
	
	

	Copies of Research related publications filed
	
	
	
	

	19.  Other/archiving
	
	
	
	

	 Completed and up to date file note log filed 
	
	
	
	

	General correspondence filed
	
	
	
	

	Meeting minutes filed
	
	
	
	

	Has the ISF been prepared for archiving
	
	
	
	


	Checklist completed by:

	Signature:
	

	Name (printed):
	

	Date:

	


	PI Declaration

I can confirm that this checklist is an accurate representation of the ISF at this site.



	Signature:
	

	Name (printed):
	

	Date:
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