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R&D/F19 – Study Close Out Report

Study Close Out Report
This Form is to be used for close-out site visits in conjunction with R&D/S08, the Trial Monitoring Plan and R&D/S21
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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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/F19

	Version Number:
	5.0

	Author:
	Monica Haritakis 

	Implementation date of current version:
	21st November 2022


	Approved by:
	Name/Position:
	Lydia Harris, Head of R&D 

	
	Signature:
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	Date:
	24th October 2022

	
	Name/Position:
	Sarah Sheath, SOP Controller

	
	Signature:
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	Date:
	24th October 2022


	This SOP 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
	Details of significant changes

	1.0
	1st November 2010
	

	2.0
	17th October 2013
	Change of Author and SOP Controller.  Removal of references to the North and East Yorkshire R&D Alliance
Appendices removed

	3.0
	21st August 2017
	Review, section 1 removed and change of author.

	4.0
	9th December 2019
	Change of author.  Change of link to R&D website. Changes information collected on front page of report. Addition of a laboratory section. Amended the order of the sections.

	5.0
	21st November 2022
	Three year review, no changes required.

	
	
	

	
	
	

	
	
	

	
	
	


STUDY CLOSE-OUT REPORT 

To be used in conjunction with R&D/F65 Monitoring Checklist (for Trust Sponsored Studies)

	Study Title (short):


	

	IRAS number:  
	

	Site name/ number:   
	


	Chief / Principal Investigator at Site:  
	

	Date of visit:   
	

	Date of last participant contact:  
	

	Teams / Departments visited (delete or add as required):    


	Investigator Team / Pharmacy / Imaging / Laboratory

	Name and job title of all personnel seen:  


	


	Section 1: Participant Recruitment 

	1.  Number of subjects screened
	

	2.  Number screening failures
	

	3.  Total participants consented
	

	4.  Total participants enrolled
	

	6.  Total participants completed
	

	7.  Total participants withdrawn
	

	8.   Date of last participant contact
	  

	Comments

Note any discrepancies in the participant figures:

	


	Section 2:  Source Data Verification                 This section is not applicable to this monitoring visit (

	1.  Number of participants for whom Source Data was verified on this visit (attach completed R&D/F64 form for each such participant)
	

	Comments: Note any issues with regard to SDV

	   


	Section 3: IMP                                                      This section is not applicable to this monitoring visit (

	
	Tick if satisfactory – Note any rectifications required in 

Section 1: Comments 


	1.  Have all relevant Pharmacy documents been provided for inclusion in the combined TMF / ISF?
	

	2.  Have you carried out a complete final reconciliation check of the IMP?
	

	3.  Is all IMP fully accounted – for?
	

	4.  Is the Site now ready, on instruction from the Sponsor, to carry out the instructions for IMP destruction / retention / disposal as specified in the Protocol and SOP R&D/S21 Study Close-Out and Pharm/S56
	

	Comments

Note any issues with regard to IMP that require rectification

	


	Section 4: Laboratory                                        This section is not applicable to this monitoring visit (

	
	Tick if satisfactory – Note any rectifications required in 

Comments 

	1.  Have all relevant Laboratory documents been provided for inclusion in the combined TMF / ISF?
	

	2.  Have you carried out a complete final reconciliation check of the research samples?
	

	3.  Are all research samples fully accounted for?
	

	4.  Is the Site now ready, on instruction from the Sponsor, to carry out the instructions for sample destruction / retention / disposal as specified in the Protocol and SOP R&D/S21 Study Close-Out and R&D/S94
	

	5. Have all sample deviations been reconciled against those reported to the Sponsor?
	  

	Comments

Note any issues with regard to samples that require rectification

	


	Section 5: Monitor’s overall assessment
Please respond briefly in this section; and detail actions to be taken using form R&D/F66 

	
	Yes
	No
	Comments

	1.  Have all issues raised on previous monitoring reports been addressed?
	
	
	

	2.  In closing out the study have you identified adverse events or serious adverse events that have not been documented, reported or followed up appropriately?
	
	
	

	3.  Have you given an action list to the Site of items requiring attention before Study Close-Out can be completed?  If yes, add copy to this report and note number of items for action here under ‘comments’.
	
	
	

	4.  Please detail any individual events, or series of events that you consider may be a Serious Breach of the Protocol, GCP or other urgent issues that the Sponsor should review carefully.

NB R&D/S04 Serious Breach provides that any serious breach in the Trust sponsored study MUST be reported to the R&D Unit within 24 hours of the breach being identified. Please complete Form R&D/F05 and  email to the Research Governance mailbox. 
	
	
	

	5.  Are all arrangements in place and understood by Site personnel for archiving of study materials in accordance with R&D/S11? 
	
	
	

	6. Is a list of randomisation codes attached to this Close-Out Report to facilitate reconciliation by the Sponsor?  If not please comment.
	
	
	

	7. Have you met with the PI/CI to discuss findings and closure of study?
	
	
	


	Monitor’s General Comments

Please note here anything you wish to report to the Sponsor that has not been covered above.

	


	Signature of Research Monitor
	

	Date
	

	Research Monitor’s name (printed)
	

	

	Report received by Sponsor’s representative (enter date)
	

	Signature 
	

	Name (print)
	


	Report signed off by Sponsor’s representative following resolution of all queries and Close-Out of Site (enter date)
	

	Signature
	

	Name (print)
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