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CR009 – F01 STUDY CLOSURE CHECKLIST

	Study Title
	

	AC/IRAS Number
	
	Principal Investigator
	

	Location of Trial Master File (TMF)
	
	Trial Manager
	



This is a template – please make study specific as appropriate, you can add additional checks if applicable to your study design. To be completed by the CI, PI or designee, prior to archiving for any study not subject to ACCORD Clinical Trial Monitoring. If sections below are not relevant to the study mark as ‘NA’ and add a comment to document why N/A.

	
	Date Completed 
	N/A
	Comments/Actions

	Essential Records

	ISF review performed with essential record checklist completed (please file alongside this checklist)
	
	
	

	Original signed consent forms filed for all participants consented at site
	
	
	

	End dates added to delegation log for all staff and PI sign off completed (once all study activities have been completed at location)
	
	
	

	Confirm the following documents have been provided for filing in the TMF
· Final copy of delegation log (with PI signature)
· CVs and GCP certificates
· Final training logs
· Any product/device/sample accountability logs (if applicable)
· 
	
	
	

	Confirm where the ISF will be archived and who is the named contact during the archiving period – please state address and contact details. Where archiving electronic records please contact ACCORD QA (QA@accord.scot)  to discuss. 

Note: No essential records can be destroyed without approval of the Sponsor 
	
	

	Address:


Name:
Role: 
Tel:
Email:


	Results Reporting

	Local R&D department(s) informed that recruitment complete (including total # of participants recruited at that location) 
	
	
	

	End of trial notification form completed and submitted to the REC which approved the study
	
	
	

	Sponsor representative notified of end of trial via email (resgov@accord.scot)
	
	
	

	Confirm summary of results is available on the publicly accessible database where the study is registered/results are published 
Note: Please also inform the Sponsor representative of this once confirmed 
	
	
	

	Pharmacovigilance (only applicable if safety reporting is part of study protocol)

	Confirm all AEs and SAEs at site followed up as per protocol
	
	
	

	Confirm all SAEs reported to Sponsor as required by protocol 
	
	# SAEs:
	

	All AEs/SAEs in ISF confirmed as entered in eCRF/database
	
	
	

	Deviations and Violations (only applicable if non-compliance reporting is part of study protocol)

	Confirm deviation logs complete, reported to Sponsor as required by protocol and filed in ISF 
· 
	
	# of deviations in total:
	

	Confirm violations complete, reported to Sponsor as required by the protocol  and filed in the ISF
· 
	
	# of violations in total:
	

	Data

	Participant screening/recruitment logs complete and filed in ISF (as required by protocol)
	
	
	

	Confirm data entry/collection complete
	
	
	

	Confirm data review and/or quality checks completed as required by data management processes/protocol (if applicable)
	
	
	

	Confirm all data queries resolved
	
	
	

	Confirm data in CRF/database is complete and accurate
	
	
	

	Database locked -Access to change data removed
	
	
	

	Confirm a copy of any electronic site level data collected centrally has been provided to each site for archiving as part of the ISF. 
	
	
	

	Supporting departments (if applicable e.g. pharmacy, laboratory, statistics)

	Essential records complete and ready for archiving with ISF
	
	
	

	If supporting department records will not be archived alongside the rest of the ISF, please state where these will be archived and who is contact during archiving. Where archiving electronic records please contact ACCORD QA (QA@accord.scot) to discuss.
Note: No essential records can be destroyed without approval of the Sponsor
	
	


	Address:


Name:
Role:
Tel:
Email:


	Documents required for final accountability of human samples/product/devices complete, filed and filed in TMF
· 
	
	





	

	Temperature records complete and reviewed for period of storage (where applicable)
	
	
	

	Emergency unblinding tools intact and ready for archive (where applicable)
	
	

	If emergency unblinding has occurred during the study please document participant number(s) here:





	Study Closure Checklist Completion

	Checklist completed by:
	
	Role:
	

	Signature:
	
	Date:
	



	PI Declaration for Essential Documentation 

	I confirm that all essential documentation is present in the ISF and the ISF will be archived in compliance with the requirements of the protocol and ACCORD SOP CR009.

	Signature:
	
	Date:
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