CP-CTNet SOP 9 | Site Preparations for Quality Assurance Audits 
ULACNet Site Closeout Checklist		
The ‘ULACNet Site Closeout Checklist’ is provided as a guidance document or tool to support the ULACNet Lead Academic Organizations (LAOs).
Please review appropriate ULACNet program guidance for additional study closeout information. All NIH policies for federally-funded clinical trials apply to ULACNet studies (https://grants.nih.gov/policy-and-compliance/policy-topics/clinical-trials).

	NIH Grant number supporting the Clinical Trial
	

	Study Number
	

	Study Name
	

	Lead Academic Organization (LAO) Name
	

	Site Name 
	


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

	Study Documents, Participant Study Charts, and Data Entry
	
	
	
	
	

	[bookmark: _Hlk228960551]Verify that all participants are off study
	LAO
	Add a date.	☐	☐	

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

	Ensure that all database and MDS queries are resolved for the site in preparation for database lock
	LAO
	Add a date.	☐	☐	

	Ensure that all required documentation from LAO monitoring and audits visits is current and available, and all action items have been resolved
	LAO
	Add a date.	☐	☐	

	Ensure that all required documents are present in the LAO Trial Master File and Affiliate Organization (AO) Regulatory 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.	☐	☐	

	Confirm that appropriate personnel have maintained an active Registration and Credential Repository (RCR) status, until Delegation of Tasks Log (DTL) is closed
	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.	☐	☐	

	Closeout Visit and Reporting
	
	
	
	
	

	Complete AO closeout visit, confirm the disposition of investigational product, if applicable
	LAO
	Add a date.
	☐
	☐
	

	Prepare and submit a site close-out report once all action items have been resolved
	LAO
	Add a date.
	☐
	☐
	



Document date 7 May 2026													Page 1 of 2
