


[bookmark: _Hlk175902537][image: ]
Study Close out (Sponsor) -1003- Procedure
Responsible Office:		YCCI
Policy Sponsor:		Julie Holub, Amy Hummel, Theresa Goddard, Amanda Tichacek
Effective Date:			09/20/2024



Page 1 of 4

		Page 2 of 2
[image: Graphical user interface, text

Description automatically generated with medium confidence]
Study Close Out (Sponsor) -1003- Procedure

Responsible Office:		YCCI
Responsible Official: 		Co-Directors
Policy Sponsor:		Manuel Avedissian, Erica Rocco
Document Administrator:	Audrey King
Date of Origin: 		No Original Creation Date Set
Approval Date			09/20/2024
Effective Date:			09/20/2024	
	
1.0 Scope
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This Standard Operating Procedure applies to all trials being managed by the Yale Center for Clinical Investigation (YCCI) Clinical Trials Project Management (CTPM).
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2.0 Purpose
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Yale Center for Clinical Investigation (YCCI) Clinical Trials Project Management will work with applicable members of the Sponsor team, and external stakeholders as if appropriate, to ensure close-out procedures are complete and documented in accordance with applicable regulations.
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3.0 Definitions and Abbreviations
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International Council for Harmonisation (ICH) Good Clinical Practice (GCP) - An international ethical and scientific quality standard for the design, conduct, performance, monitoring, auditing, recording, analyses, and reporting of clinical trials that provides assurance that the data and reported results are credible and accurate, and that the rights, integrity, and confidentiality of trial subjects are protected. 

Investigational Device Exemption (IDE) - Refers to applications subject to the regulations in 21 CFR 812. An approved IDE means the IRB (and the FDA, for SR device investigations) has approved a Sponsor's clinical investigation application and all applicable requirements under 21 CFR 812 are met.

Investigational New Drug (IND) - Refers to applications subject to the regulations in 21 CFR 312. An IND that is in effect means that 30 days have elapsed from the date that a complete IND application was submitted to the FDA and the FDA has not notified the Sponsor that the investigation(s) described therein are on clinical hold.

Sponsor - an individual, company, institution or organization that takes responsibility for the initiation, management and arrangement of the financing of a clinical trial. A clinical trial may have one or several sponsors where permitted under regulatory requirements. All sponsors have the responsibilities of a sponsor set out in this guideline. In accordance with applicable regulatory requirements, sponsors may decide in a documented agreement setting out their respective responsibilities. Where the documented agreement does not specify to which sponsor a given responsibility is attributed, that responsibility lies with all sponsors.

Sponsor-Investigator - an individual who both initiates and conducts, alone or with others, a clinical trial, and under whose immediate direction the investigational product is administered to, dispensed to or used by a participant. The term does not include any person other than an individual (e.g., the term does not include a corporation or an agency). The obligations of a sponsor-investigator include both those of a sponsor and those of an investigator.

Trial Master File (TMF) - a collection of all essential documents required to be maintained by the Sponsor or Sponsor-Investigator in accordance with applicable regulations.

The terms “subject” and “participant”, and “study” and “trial” where applicable are interchangeable.
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The Clinical Trials Project Managers (CTPMs) work with the Sponsor and/or Principal Investigator of the study to complete and document study close out activities.  This generally includes, but is not limited to, ensuring essential documents are up to date, study data entry is complete and queries are resolved, the database is locked, regulatory submissions are filed, reports are provided per contractual obligations, and financial close-out procedures are complete. The CTPM ensures close-out activities are conducted and documented in accordance with applicable regulations and this SOP.
4.1 Study Close-Out Checklist Creation
4.1.1 Required close-out activities are determined based on the regulations applicable to the research study. The CTPM creates a study specific Close- Out Checklist to indicate the applicable activities that must be completed during study close out. The Close- Out Checklist is developed using applicable guidance documents, regulations, and SOPs, and is tailored to meet the study needs.
4.1.2 A study cannot be closed until:
· Human subject research is complete including all follow-up activities
· Participating sites have closed with their IRB
· Outstanding close-out visit items are verified and resolved (when applicable)
· The study database is locked (when applicable) 
· Applicable final regulatory reporting is completed
· Financial reconciliation has occurred 
4.1.3 The Close-Out Checklist will include a list of critical activities that must occur during the close- out of a research study to ensure compliance with all applicable regulations. 
4.2 Study Close-Out Process
4.2.1 The CTPM works with the responsible party indicated on the study Close-Out Checklist to track and document progress toward close out.  The CTPM collects documentation to evidence close out activities have been complete and files documentation in the Trial Master File, as appropriate. The CTPM will complete the Close Out Checklist and verify the required activities are complete, the collected documents have been reviewed for accuracy (when applicable), and documentation is filed as evidence of completion, before determining the study is closed. 
4.3 Notification of Closure
4.3.1 Site Notifications
a. The CTPM notifies each participating site of the intent to close when participant activity, including follow-up visits, are complete, and the project team has determined the site will be closed.  
b. After the site has completed data entry, participated in a monitoring close out visit (when applicable), resolved data queries, provided relevant regulatory documents for reconciliation, and local close out regulatory activities are complete, the CTPM notifies the site to submit for study closure with their IRB of record.
4.3.2 Regulatory Notifications
a. Upon verification that close-out requirements are complete, the CTPM ensures regulatory oversight bodies are notified including, but not limited to, the following:, as applicable. 
· Central IRB – Closure at the study level
· FDA – through the YCCI IND/IDE Management Office
b. Documentation of regulatory closure is filed in the Trial Master File and the records are archived per the Trial Master File SOP, when applicable.  
4.4 Training
All responsible personnel listed within this SOP will receive training appropriate to their role and level of responsibility.
5.0 Roles and Responsibilities
· Sponsor(-Investigator): The Sponsor, whether or not also an Investigator, is ultimately accountable for the oversight of all Principal Investigators (PIs) selected to conduct clinical research. The Sponsor(-Investigator) ensures that a project is carried out in compliance with Good Manufacturing Practice (GMP), Good Laboratory Practice (GLP), Good Clinical Practice (GCP), applicable Yale policies, and applicable governing regulations.

· The following study personnel may be delegated study tasks with documentation of appropriate training and experience:
· Associate Director
· Project Manager
6.0 Contact Information 
Any exceptions or questions pertaining to this procedure must be presented to ycci.sop@yale.edu.
7.0 Related Information
This section identifies applicable regulations, guidance’s, and policies related to this procedure.
7.1 Code of Federal Regulations
· 21 CFR 312 – Investigational New Drugs – Drugs for Human Use
· 21 CFR 812 - Investigational Device Exemptions
· 21 CFR 50 – Protection of Human Research Subjects
7.2 Food and Drug Administration
· International Conference on Harmonization – E6
· FDA Industry Guidelines & Information Sheets
· FDA Compliance Policy Guidance Programs: 7348.809, 7348.810 & 7348.811
8.0 Reference Materials
Reference materials are located in each functional area’s working directory.
· Close-Out Checklist
· Intent to Close Notification
· IRB Closure Letter
9.0 Version History
· 07/15/2024: New document (no prior history)
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