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End of Trial Checklist for CCTU Managed Trials
Trial Name:   
[bookmark: _Hlk143598830][bookmark: _Hlk149576466]This form is for use for both CTIMPs and non-CTIMPS. 
Refer to CCTU/SOP004 (CTIMPs) or CCTU/SOP077 (non-CTIMPs) before completing the form. 

	IRAS ID
	
	CCTU No
	

	LPLV at all participating sites:



The following tasks must be completed following LPLV and completion of all trial related activities as per protocol in all UK and non-UK sites.
	[bookmark: _Hlk143598856]Task
	Relevant 
documention
	Date completed
	Who is 
responsible
	Comments

	Trial Coordination
	
	
	
	

	End of Trial Declaration form completed

	For trials submitted through combined review the EoT declaration Form is available within IRAS

For trials not submitted through combined review the EoT form is available from MHRA website

	
	CTC/CI
	

	For CTIMPS: EoT Declaration form sent to CCTU regulatory team for review.

Non-CTIMPS: EoT Declaration form sent to SCTC/CTM  for review 

	
	
	CTC/CCTU regulatory team


CTC
	

	End of Trial Declaration submitted to REC and MHRA


	For trial submitted via combined review, the EoT declaration form is submitted via IRAs and automatically goes to both REC and MHRA

For trials not submitted via combined review the EoT declaration form is submitted separately to REC and MHRA

	
	CTC









	

	Acknowledgments of EoT declaration received from REC/HRA/MHRA and filed in TMF

	
	
	CTC
	

	Declaration of EoT form and acknowledgments sent to CUH R&D and to all participating sites for inclusion in their ISF.

	
	
	CTC




	

	Inform funder of EoT and complete any end of trial reports as required

	As per funder instructions
	
	CTC/CI
	

	Inform labs, collaborators, and other interested parties of trial end

	
	
	CTC
	

	Inform clinical trial  registries (e.g. ISRCTN, clinicaltrialsgov) of trial closure and complete their records

	CCTU/GD059
	
	CTC
	

	Ensure CPMS records updated, ReDA is updated, all trial websites are updated
	
	
	CTC
	

	Complete filing of documentation in TMF
	CCTU/SOP015 

	
	CTC
	

	Check and complete  TMF files kept separate (e.g. DMF, Stats File, Pharmacy etc) 
Ensure all collected to be archived together.  

	CCTU/SOP015 
CCTU/TPL032
CCTU/TPL063
CCTU/TPL058
	
	CTC, DM, statistician, pharmacist
	

	Data Management
	
	
	
	

	All CRFs received from all participating sites

	
	
	CTC/DM
	

	All data queries resolved from all participating sites

	
	
	CTC/DM
	

	All SAEs received from sites, queries resolved, DB updated,

	
	
	CTC/DM
	

	Data cleaning completion, QA activities completed as per trial DMP

	CCTU/SOP060
CCTU/TPL009
	
	DM/SDM/CTC
	

	SAP finalised
	CCTU/TPL007
	
	statistician
	

	DB softlock

	CCTU/FRM097
	
	programmers
	

	Final data queries resolved and DB hard lock
	CCTU/FRM097
	
	CTC/DM/statistician/
programmers
	

	Randomisation system closed and data downloaded and unblinded (if appropriate)

	CCTU/FRM045
	
	CTC/programmer
	

	Trial sample management
	
	
	
	

	Collection, storage and/or destruction of all trial samples from sites 

	CCTU/SOP044
	
	CTC
	

	Samples analysis planned/completed or samples stored/transferred to another study as per trial protocol and IRAS

	CCTU/SOP044
	
	
	

	Trial Monitoring
	
	
	
	

	For CTIMPS: Arrange a close-out visit for the lead site (CUH) 
	CCTU/SOP011 CCTU/TPL069
	
	CTC/CCTU monitors
	

	Completion of close-out monitoring reports from all participating sites (to include IMP accountability, archiving arrangements, final PNC log, delegation log, long term responsibilities etc)
	CCTU/TPL099 CCTU.TPL069

CCTU/SOP011
CCTU/GD008
	
	CTC
	

	Confirm resolution of all outstanding monitoring findings and that all PNCs resolved and recorded on central PNC log
	
	
	CTC
	

	Pharmacy/IMP
	
	
	
	

	Complete IMP accountability

	
	
	
	

	Instruct sites to destroy any unused/expired IMP (if appropriate)

	
	
	
	

	End of Trial Reports
	
	
	
	

	Prepare Final results report for submission within 1 year of end of trial date. 
· For trials submitted through combined review, report can be generated/submitted within IRAS
· For trials not submitted through combined review, the report is submitted via an online form 
	



IRAS 





HRA online form
	
	CTC
	

	Acknowledgment of receipt  Final Report from REC/HRA and pdf of Final Report filed in TMF 

	
	
	CTC
	

	Provide End of Trial Report pdf and REC/ HRA acknowledgment to CCTU regulatory team (CTIMPS), CUH R&D, and to all participating sites for filing in their ISF. 

	
	
	CTC
	

	For CTIMPS: Prepare the End of Trial Summary results for the MHRA within 1 year of end of trial and send to regulatory and CI for review
	EudraCT online form 
	CCTU/GD059
	CI/CTC/statisticians/
regulatory team
	

	Within 15 days of the EudraCT summary of results submission inform the MHRA
	
	
	CTC
	

	The data set posted and confirmatory email to MHRA will be:
· Filed in TMF
· Sent to CCTU regulatory team 
· Send to participating sites for filing in the ISF
	
	
	CTC
	

	Close out of sites and archiving
	
	
	
	

	Close out all participating sites 

	Complete Form 117B for each site
	
	CTC
	

	Sponsors end of trial confirmation letter received and filed in TMF
	
	
	CCTU/regulatory or director of operations
	

	Make arrangements for the archiving of trial related documentation (TMF and related files, pCRFs etc) at the lead site
	CCTU/SOP006
	
	
	

	Financial
	
	
	
	

	Ensure all invoices from: sites, labs, CCTU, collaborators, IMP manufacturers/distributors ect paid before grant closes. 
	
	CTC
	
	

	Close cost code, liaise with R&D finance for the preparation and submission of FSTOX to funder 
	
	CTC/CI
	
	

	Publications
	
	
	
	

	Assist CI with any publications and send copies to CCTU inbox 
	
	
	CTC, CI, statisticians
	



[bookmark: _Hlk143599970]Acronyms used:
DM = Data Manager
SDM = Senior Data Manager
CTM = Clinical Trials Manager
SCTC = Senior Clinical Trials Manager
CTC = Clinical Trails Coordinator
DMF= Data Management File

Name and title of person completing this form: 
Date:
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