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Insert Trial Logo here
	

Trial Name  
OP-T05 Project Closure Plan
IRAS Project ID: XXXXXX




ECTU Project Closure Plan 
<INSERT STUDY NAME>
<The table below shows examples of the type of tasks to be considered for a Project Closure Plan.   This table can be made study-specific and should include the input of all responsible ECTU teams and external collaborators> 

<Red text is advisory and should be removed from the template before use>

This is a Project Closure Plan for a <Full Service Study/Partial Service Study.> <Delete as appropriate>

	Name and Designation
	Date
	Signature

	Author
<Name>
<Designation of ECTU Trial Manager (or Designee) /Business Coordinator>
	
	

	<Name>
< Designation of ECTU DM Reviewer>
	
	

	<Name>
< Designation of ECTU Statistics Reviewer>
	
	

	<Name>
< Designation of ECTU Health Economics Reviewer>
	
	

	<Name>
<Insert Rows as required for additional external team reviewer> 
	
	

	<Name>
Chief Investigator 
	
	




These tasks are the responsibility of ECTU will be completed in order to meet Sponsor/regulatory requirements: 

	Task 
	Expected Date of Completion 
	Responsible 
	Actual Date of Completion

	Close out of study sites once all COV actions complete 
	
	ECTU Trial Management Team 
	

	 Final payment of outstanding invoices and reconciliation of transactions for ECTU budget header.  
	
	ETCU TM Team to reconcile any invoices for their own budget headers. 
	

	Submit End of Trial Notifications 
	
	ECTU Trial Manager
	

	Results to REC before (insert date 1 year after End Point)
	Once Final Report available – After XX//XX/20XX
	ECTU to upload– once final funder report prepared by CI 
	

	Final report to be send to Sponsor 
	Once Final Report available – After XX//XX/20XX
	Report to be sent to Sponsor once prepared by CI
	

	Archiving of Database/dataset (including removal of participants who did not consent to data sharing) 
	Once results can be disseminated in public domain
	ECTU Stats and Data Management Team 
	

	Reviewing Data Sharing requests 
	Ongoing 
	ECTU Data Sharing Group
	

	Archiving- Trial Master file, Stats File, DM File and questionnaires 
	XX/XX/20XX
	ECTU Trial Management Team
	

	Upload results into clinicaltrials.gov/ISRCTN/EudraCT  
	XX/XX/20XX
	ECTU Trial Manager / Statistician 
	

	Upload lay summary of results onto ECTU website 
	Once results can be disseminated in public domain
	ECTU Trial Manager to provide information to ECTU Business Team
	




The tasks below are the responsibility of <(Insert name of Other Responsible Party – e.g. Sheffield University Process Evaluation Team/External TM)> 

	Task 
	Expected Date of Completion
	Responsible 
	Actual Date of Completion

	Complete Secondary Publication for Process Evaluation 
	
	Process Evaluation Team 
	

	Submit final invoices for PE work 
	
	Process Evaluation Team
	



The tasks below are the responsibility of the Chief Investigator: 
	Task 
	Expected Date of Completion
	Responsible 
	Actual Date of Completion

	Prepare and submit final Report 
	Before xx/xx/20XX
	CI 
	

	Review/approval of results uploaded into clinicaltrials.gov/ISRCTN/EudraCT  
	XX/XX/20XX
	CI 
	

	Final payment of outstanding invoices and reconciliation of transactions for XXXXXXX Dept budget header.  
	
	CI Dept to reconcile any invoices for their own budget header. 
	

	Final financial reconciliation for Funder 
	Before xx/xx/20XX
	CI and their Dept are lead grant holders.  CI to liaise with Research Office to reconcile the budget and return information to the Funder 
	

	Result dissemination, including: 
Preparing lay summary of results 
Upload lay summary of results onto websites listed in PIS 
Provision of lay results summary to site research teams/send to participants/other relevant organisations
Provision of lay results summary to site research teams  
Preparation of abstracts/conference presentations 

	Ongoing 
	CI 
	

	Meet obligations around output reporting (e.g. Research Fish/NIHR REALMS)  
	Ongoing. After each publication has been submitted. 
	CI 
	

	Secondary publications ongoing and managed by CI 
	After primary publication in public domain
	CI 
	





	Project Closure Plan Handover 
To be completed by the ECTU Trial Manager/Business Coordinator at Grant End Date
I confirm the PCP has been updated and can be circulated for handover: 

	Name and Designation: 
	Date:
	Signature:

	<Name>
<Designation of ECTU Trial Manager (or Designee) /Business Coordinator>
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