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ULACNet Study or Site Closeout Checklist		

Study or site Closeout: General Information
THIS FORM IS PROVIDED AS A GUIDANCE FOR laO CONVENIENCE. ITs USE IS OPTIONAL  
Instructions for Lead Academic Organizations (LAOs): Complete the table below for this study. Please review the Program Guideline for additional study closeout information.
	Study Number
	

	Study Name
	

	LAO Name
	

	Site Name (if applicable)
	


STUDY Or SITE CLOSEOUT: CHECKLIST
Instructions for LAOs: Review each task and add an associated completion date to the Date Completed field. Select the Completed box after confirming that the task has been completed. If a task is not applicable, select the N/A box and add any needed rationale to the Comments field to indicate why the task does not apply. Add additional comments to the Comments field (as needed). 

	Task
	Responsible Party
	 Date Completed 
	Completed
	N/A
	Comments

	DCP Scientific Lead Notification of Closeout


	Discuss study closeout requirements and study-specific closeout issues with the Division of Cancer Prevention (DCP) prior to initiating study closeout activities
	LAO
	Add a date.	☐	☐	

	Study Documents, Participant Study Charts, and Data Entry

	Verify that all participants are off study 
	LAO
	Add a date.	☐	☐	

	Notify the DCP Protocol Information Office (PIO) that the study is completed by submitting the Protocol Status Update (PSU) Form with a status of Completed or Administratively Completed indicated
	LAO
	Add a date.	☐	☐	

	[bookmark: OLE_LINK12]Ensure that all database queries, monitoring and audit visit action items, and MDS queries are resolved
	LAO
	Add a date.	☐	☐	

	Complete accruing LAO and AO closeout visits prior to Data Base Lock (DBL), including the disposition of investigational product, if applicable
	LAO
	Add a date.	☐	☐	

	Ensure that all required documents are present in the AO and LAO Trial Master File/Study Binder
	LAO
	Add a date.	☐	☐	

	Ensure all Adverse Events (AEs), Serious Adverse Events (SAEs), unanticipated problems, and protocol deviations have been resolved, and reported to the appropriate parties (e.g., DCP, LAO, Institutional Review Board (IRB), and in-country oversight bodies)

	LAO
	Add a date.	☐	☐	

	Ensure that all required documentation from LAO monitoring visits and audits from any applicable entities are current and available.
	LAO
	Add a date.	☐	☐	

	Finalize database cleaning in preparation for DBL
	DM
	Add a date.	☐	☐	

	Confirm that appropriate personnel have maintained an active Registration and Credential Repository (RCR) status
	LAO
	Add a date.	☐	☐	

	If applicable, notify the DCP Scientific Lead of the intent to unblind the study and follow the unblinding procedures.
	LAO
	Add a date.	☐	☐	

	Plan in place to thank participants for their participation in the study and to inform them of the outcome of the study. 
	LAO
	Add a date.	☐	☐	

	Perform database lock
	LAO
	Add a date.	☐	☐	

	Submit site and/or study closure notifications to all appropriate oversight bodies (e.g., DCP PIO, Institutional Review Board (IRB), in-country oversight bodies, etc.)
	LAO
	Add a date.	☐	☐	

	Laboratory Specimens and Related Study Data

	Verify that the specimen inventory and/or tracking log is complete, and the final disposition of each collected sample is accounted for (e.g., submitted for analysis as per the protocol, sent directly to the biorepository, shipped as per the protocol, leftover samples destroyed per participant request, etc.)
	LAO
	Add a date.	☐	☐	

	Complete study biomarker and other laboratory analyses and upload results to the database of record or other storage location
	LAO
	Add a date.	☐	☐	

	Upload required data not collected in the database of record (e.g., final biomarker data, biomarker and other laboratory study analyses, individual surveys, questionnaires, etc.) and corresponding documentation to secure storage
	LAO
	Add a date.
	☐
	☐
	

	For those studies collecting genomic data, review the NIH policy for Genomic Data Sharing, and prepare data and documentation for genomic data submission
	LAO
	Add a date.
	☐	☐	

	Reporting the trial

	LAO will post the most recent IRB-approved model consent form to ClinicalTrials.gov within 60 days of the study status changing to “Closed to Accrual and Treatment.”
	LAO
	Add a date.	☐	☐	

	The LAO will submit clinical trial results to ClinicalTrials.gov.  The standard submission deadline for results information is no later than 12 months after the trial’s primary completion date
	LAO
	Add a date.	☐	☐	

	Submit the draft manuscript to the DCP Scientific Lead and ULACNet@mail.nih.gov for review, per the ULACNet Publication Policy
	LAO
	Add a date.	☐	☐	

	Discuss disposition of the final datasets and related documentation with DCP Scientific Lead.  The dataset and documents should be sent to the DCP IMS contractor within 180 calendar days of the date of status change to Completed or Administratively Completed on the PSU Form (See ULACNet Guidance Document – End of Study Data Transfer Requirements)
Note: Final biomarker data and biomarker and other laboratory study analyses may be submitted at a later date with prior approval by DCP Scientific Lead
	LAO
	Add a date.	☐	☐	
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