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Accruing lead Academic Organization (LAO) and Affiliated Organization (AO) Closeout: General Information
Instructions for Accruing LAOs and AOs: Complete the table below on behalf of your accruing LAO or AO, and LAO.
	Study Number
	

	Study Name
	

	Accruing LAO or AO Name
	

	Accruing LAO or AO CTEP Code
	

	Anticipated Closeout Date of Accruing LAO or AO 
	

	LAO Name
	





Accruing LAO and AO Closeout: Checklist
Instructions for Accruing LAOs and AOs: Review each task and place a checkmark in the Completed by Accruing LAO or AO box once the task has been completed by your accruing LAO or AO. Add comments (as needed) to the Comments field. If a task is not applicable, place a checkmark in the N/A box and add any needed rationale to the Comments field to indicate why the task does not apply. If comments are added, please clearly identify that the comment originated at your accruing LAO or AO by adding your Cancer Therapy Evaluation Program (CTEP) code next to the comment. 
Instructions for LAOs Providing Oversight: Review each task and place a checkmark in the Confirmed by LAO box after confirming that the task has been completed by the accruing LAO or AO. Add comments (as needed) to the Comments field. If a task is not applicable, place a checkmark in the N/A box and add any needed rationale to the Comments field to indicate why the task does not apply. If comments are added, please clearly identify that the comment originated at the LAO by adding the LAO abbreviation next to the comment.
Note: Accruing LAO and AO closeout tasks may be completed in the same or a different order than listed below.
	Task
	Completed by Accruing LAO or AO
	Confirmed by LAO
	N/A
	Comments

	Participant Study Charts and Data Entry

	1. An original or a certified copy of the original signed and dated Informed Consent Form (ICF) is on file for each participant enrolled and any screen failures. 
	☐	☐	☐	

	2. Participant study charts are complete, and all required source documentation is present for each participant. 
	☐	☐	☐	

	3. Documentation is present in each participant’s record indicating that study participation has ended, and the participant is off study.
	☐	☐	☐	

	4. There is no evidence to suggest study blinding was compromised, if applicable. If unblinding occurred, there is sufficient documentation to explain the appropriateness of the unblinding. See SOP 02-07 Unblinding Participants and section 8.9 (Blinding and Unblinding Methods) of the protocol for more information.
	☐	☐	☐	

	5. All source records that the Investigator is required to sign are signed and dated by the Investigator, and the Investigator has completed the Verification electronic Case Report Form (eCRF) in Medidata Rave for each participant.
	☐	☐	☐	

	6. All data are entered into the database of record or, if not entered, an acceptable reason is provided within Medidata Rave on the CP-CTNet Protocol Deviation Notification eCRF, or in a Note to File (NTF).
	☐	☐	☐	

	7. All queries have been answered and closed. Note: Each query must be closed by the group that originally issued the query (e.g., Data Management, Auditing, and Statistical Center (DMASC) Data Managers, LAO, AO, Division of Cancer Prevention (DCP)). DMASC Data Managers will monitor queries and provide query reports for LAO review.
	☐	☐	☐	

	8. All Adverse Events (AEs), Serious Adverse Events (SAEs), unexpected problems, and protocol deviations are captured, followed and resolved per protocol, and reported to the appropriate parties (LAO, Central Institutional Review Board (CIRB), and local Institutional Review Board (IRB), if applicable) in accordance with protocol, CIRB, and local IRB reporting requirements, or country-specific reporting requirements for international sites.
	☐	☐	☐	

	9. All required documentation from LAO oversight/monitoring activities and/or DMASC auditing visits is current and available, and all action items are resolved.


	☐	☐	☐	

	Accruing LAO and AO Essential Document Files

	1. All essential records have been sent to the DCP Regulatory Contractor (regulatory@ccsainc.com). Note: All essential records must be submitted to the DCP Regulatory Contractor for inclusion in the Trial Master File (TMF). The DCP Regulatory Contractor must confirm that there are no outstanding essential records before the accruing LAO or AO can be closed. Note: The accruing LAO or AO indicates that this task is complete when they send all essential records to the LAO. The LAO indicates that this task is confirmed when they send all essential records to the DCP Regulatory Contractor.
	☐	☐	☐	

	2. All required records are present in both the accruing LAO’s or AO’s essential document files and the DCP Regulatory Contractor’s TMF (as per SOP 01-01 Essential Records Submission for Sponsor’s Trial Master File), including:

	
	a. All CIRB-approved versions of the protocol, including each protocol’s approved ICF template.
	☐	☐	☐	

	
	b. All localized approved versions of the ICF. Provide a copy of each to the DCP Regulatory Contractor. 
	☐	☐	☐	

	
	c. All CIRB-approved translations, advertisements, and participant-facing materials. Provide a copy of each to the DCP Regulatory Contractor, if applicable. 
	☐	☐	☐	

	
	d. All CIRB approval notifications, or country-specific approval notifications from in-country regulatory authorities for international sites, for the protocol (Initial, Continuing Reviews, and Amendments) and protocol-related materials (translations, advertisements, and participant-facing materials). Provide a copy of each to the DCP Regulatory Contractor.
	☐	☐	☐	

	
	e. All IRB letters. Provide a copy of each to the DCP Regulatory Contractor, if applicable.
	☐	☐	☐	

	
	f. All laboratory certifications (e.g., Clinical Laboratory Improvement Amendments (CLIA), College of American Pathologists (CAP), local laboratory certification, etc.). Provide a copy of each to the DCP Regulatory Contractor, if applicable.
	☐	☐	☐	

	
	g. All laboratory normal values (LNVs). Provide a copy of each to the DCP Regulatory Contractor, if applicable.
	☐	☐	☐	

	
	h. All CP-CTNet Standard Operating Procedures (SOPs), Manual of Standard Operating Procedures (M-SOPs), and/or Manual of Operating Procedures (MOPs) in effect over the course of the study and documented evidence of training on the SOPs and/or M-SOPs.
	☐	☐	☐	

	3. After the LAO communicates that it is appropriate to move to IRB site study closure, the accruing LAO or AO reports site study closure to the CIRB and local IRB, maintains site study closure confirmation in their essential document files, and submits site study closure confirmation to the LAO. The LAO provides a copy of the confirmation to the DCP Regulatory Contractor. Note: All accruing LAOs and AOs must be closed before a study can be closed with the CIRB. The closure with the CIRB is performed by the LAO.
	☐	☐	☐	

	4. Confirm with the DCP Regulatory Contractor that all personnel maintained active Registration and Credential Repository (RCR) status during the study as per the DCP Regulatory Contractor’s tracking records. Note: RCR status is checked annually by the DCP Regulatory Contractor throughout the life of a study and when they receive the final Delegation of Tasks Log (DTL). The LAO is notified if an individual has an expired RCR status and notifies that individual to update their status. 
	☐	☐	☐	

	5. Confirm that the DTL is updated with end dates and the study conclusion signature. Provide a copy of the final DTL to the DCP Regulatory Contractor. Note: The accruing LAO or AO indicates that this task is complete when they send the DTL to the LAO. The LAO indicates that this task is confirmed when they send the DTL to the DCP Regulatory Contractor.
	☐	☐	☐	

	6. If the study was closed early, confirm that notification of study closure has been sent to all enrolled participants as appropriate. 
	☐	☐	☐	

	Ensure the Completeness of the Following Logs:

	1. Pre-Screen Log(s) (or Pre-Screen confirmation(s) in Stars if separate Pre-Screen Log(s) are not maintained). Note: DMASC Data Managers can provide reports regarding any missing fields on the CP-CTNet Pre-Screening Form in Medidata Rave, upon request.
	☐	☐	☐	

	2. Participant Screening and Enrollment Log(s)
	☐	☐	☐	

	3. Training Log(s)
	☐	☐	☐	

	4. Participant ID List(s)
	☐	☐	☐	

	Investigational Product

	1. Confirm that investigational product disposition forms and accountability records are complete. Note: Each accruing LAO and AO should have a drug accountability log, which may be maintained in the pharmacy.
	☐	☐	☐	

	2. Confirm final disposition of unused investigational product (destruction or return) was completed per protocol, pharmacy manual, and/or the accruing LAO’s or AO’s own local institutional/pharmacy policies.
	☐	☐	☐	

	3. Confirm that any variances from the required storage conditions (e.g., temperature, humidity, physical damage) are included in the final pharmacy records. This includes the reporting of the variance, the response to the report, and the actions taken.
	☐	☐	☐	

	Collected Laboratory Specimens (Samples)

	1. Specimen Inventory and Tracking Log is complete, and the final disposition of each collected sample is accounted for, including if the participant did or did not consent for future use of their samples (e.g., submitted for analysis as per the protocol, sent directly to the biorepository, shipped as per the protocol, destroyed per participant request, or returned to originating source (as may be the case for some tissue samples obtained from clinical pathology laboratories)). Note: This item applies to all specimens collected by the accruing LAO or AO. If data is entered into the Laboratory Data Management System (LDMS) for the study, the DMASC Laboratory Data Managers can provide LDMS reports to assist with this task, upon request.
	☐	☐	☐	

	2. Confirm that any excursions from the required storage conditions for samples (e.g., temperature, humidity, physical damage, etc.) are included in the study files. This includes the reporting of the excursion, the response to the report, and the action(s) taken.
	☐	☐	☐	

	3. LAO confirmed that all specimens from the accruing LAO or AO have arrived at the designated location(s) as per the protocol or other study-related materials (e.g., manuals, SOPs, etc.).
	☐	☐	☐	



Accruing lAO and AO Closeout: Signatures
[bookmark: _Hlk134540913]Instructions for Accruing LAOs and AOs: After all the above tasks have been completed by your accruing LAO or AO, the accruing LAO or AO Coordinator and accruing LAO or AO Principal Investigator (PI) must add their names, dates, and signatures in the appropriate rows. The completed checklist should be retained in the study binder at your accruing LAO or AO.
Instructions for LAOs Providing Oversight: After confirming that all the above tasks have been completed by the accruing LAO or AO, the LAO staff must add their name, date, and signature in the appropriate row. The completed checklist should be retained in the study binder at the LAO.
	Name
	Title
	Date
	Signature

	 
	Accruing LAO or AO Coordinator
	
	

	
	Accruing LAO or AO PI
	
	

	
	LAO Staff
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