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[image: ]CHK003 CP-CTNet Study Closeout Checklist		
Study Closeout: General Information
Instructions for Lead Academic Organizations (LAOs): Complete the table below for this study.
	Study Number
	

	Study Name
	

	LAO Name
	


STUDY CLOSEOUT: CHECKLIST
Instructions for LAOs: Review each task and add an associated due date to the Due Date field. Select the Completed box after confirming that the task has been completed by the Cancer Prevention Clinical Trials Network (CP-CTNet) group or member listed in the Responsible Party field. 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). See SOP 04-02 Study Closeout for more information.
Note: Unless otherwise noted in SOP 04-02 Study Closeout or this checklist, study closeout tasks may be completed in the same or a different order than listed below.
	Task
	Responsible Party
	Due Date
	Completed
	N/A
	Comments

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

	Verify that all participants are off study at all accruing LAOs and Affiliated Organizations (AOs).
	LAO
	Add a date.	☐	☐	

	Discuss a plan and develop a timeline for database lock (DBL).
	DCP, Data Management, Auditing, and Statistical Center (DMASC), LAO
	Add a date.	☐	☐	

	Follow up with accruing LAOs and AOs on any unresolved queries.
	DMASC, LAO
	Add a date.	☐	☐	

	Generate and send data check queries to DMASC.
	LAO Statistician or DMASC Statistician for Cross-Network Trials (CNTs)
	Add a date.	☐	☐	

	Resolve data check queries.
	DMASC
	Add a date.	☐	☐	

	Complete accruing LAO and AO closeout visits prior to DBL.
	LAO
	Add a date.	☐	☐	

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

	Finalize cleaning of the database of record in preparation for DBL.
	DMASC
	Add a date.	☐	☐	

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

	Review the National Institutes of Health (NIH) policy for Genomic Data Sharing and prepare data and documentation for genomic data submission.
	LAO
	Add a date.	☐	☐	

	Submit the Basic Study Information form and Institutional Certification form to the DCP Medical Monitor for studies collecting genomic data.
	LAO
	Add a date.	☐	☐	

	Inform the Central Repository at Frederick National Laboratory for Cancer Research (FNLCR) of intent to submit biospecimens.
	LAO
	Add a date.	☐	☐	

	Submit the CP-CTNet Material Transfer Manifest to DCP and FNLCR.
	LAO
	Add a date.	☐	☐	

	Submit biospecimens to the Central Repository at FNLCR as directed by DCP.
	LAO, Accruing LAOs and AOs
	Add a date.	☐	☐	

	Freeze the database of record.
	DMASC
	Add a date.	☐	☐	

	Submit the pre-final Minimum Dataset (MDS) Report.
	DMASC
	Add a date.	☐	☐	

	Review and query (as needed) the pre-final MDS Report.
	DCP
	Add a date.	☐	☐	

	Resolve all MDS queries.
	DMASC, LAO, Accruing LAOs and AOs
	Add a date.	☐	☐	

	Approve MDS query resolution.
	DCP
	Add a date.	☐	☐	

	If applicable, follow the procedures for unblinding the study outlined in SOP 02-07 Unblinding Participants.
	DMASC, LAO, Accruing LAOs and AOs
	Add a date.	☐	☐
	

	Sign off on the Verification eCRF in Medidata Rave for all participants.
	Accruing LAO and AO Principal Investigators (PIs)
	Add a date.	☐	☐	

	Perform the DBL.
	DMASC
	Add a date.	☐	☐	

	Ensure that all systems (e.g., Medidata Rave, Stars, etc.) permissions for the study are removed.
	DMASC
	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.	☐	☐	

	Forward the PSU Form to DMASC and the Central Institutional Review Board (CIRB).
	DCP PIO
	Add a date.	☐	☐	

	Send a notification to the accruing LAOs and AOs that the study is completed.
	LAO
	Add a date.	☐	☐	

	Ensure that all final reports have been distributed and that no further reports will need to be generated.
	DMASC
	Add a date.	☐	☐	

	Deliver all required final and complete datasets to the LAO Statistician (or DMASC Statistician for CNTs) for analysis.
	DMASC
	Add a date.	☐	☐	

	Complete the final statistical analyses.
	LAO Statistician or DMASC Statistician for CNTs
	Add a date.	☐	☐	

	Submit the final MDS Report.
	DMASC
	Add a date.	☐	☐	

	Submit the final datasets and documentation to IMS within 180 calendar days of the date of status change to Completed or Administratively Completed on the PSU Form.
Note: Final biomarker data and biomarker and other laboratory study analyses may be submitted at a later date with prior approval by DCP.
	DMASC, LAO
	Add a date.	☐	☐	

	Submit the draft manuscript to DCP PIO for review.
	LAO
	Add a date.	☐	☐	

	Approve the draft manuscript.
	DCP
	Add a date.	☐	☐	

	Receive DCP approval of the draft manuscript.
	LAO
	Add a date.	☐	☐	

	Submit the final publication and/or notification of the final publication to DCP PIO when received.
	LAO
	Add a date.	☐	☐	





STUDY CLOSEOUT: SIGNATURES
Instructions for LAOs: After confirming that all the above tasks have been completed, the LAO PI and LAO staff must add their names, dates, and signatures in the appropriate rows. The completed checklist should be retained in the study binder at the LAO.
	Name
	Title
	Date
	Signature

	
	LAO PI
	Add a date.	

	
	LAO Staff
	Add a date.	
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