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Clinical Trial Toolkit for Clinical Researchers


Summary Sheet

	Title:
	Study Close-Out Checklist

	Purpose:
	This document provides a checklist for site personnel to ensure that all necessary aspects of study closure and archival have been addressed.

	N2-FHA SOP
	Use with N2 SOP 016_05 Study Close-Out

	Details:
	Prior to considering a study closed or archived, necessary steps must be completed to ensure all aspects of study components have been addressed. This checklist provides a reference point for closure status.

	Rules & Regulations
	HC Guide -0068 - Not applicable


	Best Practice Recommendations:
	· Review this template and customize to the specific needs and requirements of the study.  Close-Out activities may be updated as needed. Remove or mark as “not applicable” those elements that are not required.
· Text enclosed with <> is a placeholder for a specific detail (e.g., <protocol title>); replace as appropriate.

· In some instances documentation may not be available or complete. Acknowledge the absence or deficiency within the Comments section of the checklist to demonstrate awareness.
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Study Close-Out Checklist

	No.
	Task
	Owner
	Date Completed
	Comments

	Case Report Forms/Source Documents

	1
	Confirm that appropriate source documentation is present for all subjects
	 
	 
	 

	2
	Paper Studies: Confirm that all CRFs have been collected and the proper legible copies are present in study files
	 
	 
	 

	3
	Paper Studies: Confirm that all data clarification forms (DCFs) and queries issued to date have been submitted, appropriately resolved, signed and dated by the investigator and that signed and dated queries are filed with the corresponding CRF page
	 
	 
	 

	4
	Electronic Data Capture Studies (EDC) studies: Ensure that all CRF pages are electronically signed and dated by the investigator.
	 
	 
	 

	Unexpected AE, Unanticipated Problem, and SAE Reporting/Reconciliation

	5
	Ensure that all UAEs, UPs, and SAEs have been captured and reported to the appropriate parties (Sponsor and REB) according to outlined reporting requirements
	 
	 
	 

	6
	Confirm that all required follow-up documentation has been retrieved, communicated to appropriate parties, and is present in the study files
	 
	 
	 

	Data Management

	Note: If the site is using a Data Coordinating Center (DCC), tasks 7-10 will be owned by the DCC.

	7
	Confirm all data is entered into the database 
	 
	 
	 

	8
	Ensure all queries have been issued, returned, and resolved
	 
	 
	 

	9
	Once all queries have been resolved, clean and QC the database
	 
	 
	 

	10
	Perform database lock 
	 
	 
	 

	Investigator Site Files

	11
	Confirm that signed consent forms are on file for all subjects
	 
	 
	 

	12
	Reconcile study files with Trial Master File (TMF) list
	 
	 
	 

	13
	Ensure reporting of study closure to the REB and receipt/filing of study closure confirmation in the investigator site files
	 
	 
	 

	14
	If study was terminated early, confirm notification of study termination has been sent to all enrolled subjects as appropriate
	 
	 
	 

	15
	Confirm that all protocol deviations have been noted in source and reported to the REB as appropriate
	
	
	

	Ensure the completeness of the following logs: 

	16
	Pre-Screening/Screening Log (if applicable)
	 
	 
	 

	17
	Subject Enrollment Log
	 
	 
	 

	18
	Site Monitoring Visit Log (if applicable)
	 
	 
	 

	19
	Delegation of Authority Log
	 
	 
	 

	20
	Note sponsor requirements for record retention, notify sponsor when study files will be transferred to long term off-site storage
	 
	 
	 

	Investigational Product

	21
	Confirm that drug disposition forms and accountability records are complete and present for all subjects receiving study drug
	 
	 
	 

	22
	Confirm final disposition of study drug was completed per site pharmacy protocol
	 
	 
	 

	Collected Laboratory Specimens

	23
	Confirm that all samples have either been analyzed or stored for future use
	
	
	

	24
	Ensure that samples collected for future use have been adequately processed, labeled/de-identified, and stored
	
	
	

	25
	Confirm site process for identification and disposition of future use samples connected to subjects who withdraw consent
	
	
	

	26
	Confirm destruction per institutional policies for samples not identified for future analysis
	
	
	

	Analysis, Manuscripts and Submissions/Publications

	27
	Data Analysis Complete 
	 
	 
	 

	28
	Primary Manuscript finalized
	 
	 
	 

	29
	Results submitted to Pubmed and Clintrials.gov (as applicable)
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