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Close Out Visits (Site) -0508- Procedure
Responsible Office:		YCCI
Procedure Sponsor:		Erica Rocco, Manuel Avedissian
Effective Date:			11/07/2023
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This procedure applies to all studies in which the Yale Center for Clinical Investigation (YCCI) provides clinical research support when Yale is a study site. Studies being conducted with Yale Center for Clinical Investigation (YCCI) clinical research support will have a COV (close out visit) once study completion occurs. Studies that were IRB-approved but did not open to enrollment at Yale or did not ultimately accrue any subjects at Yale may also have a COV.
2.0 Purpose 
This Standard Operating Procedure (SOP) addresses preparations for scheduling and conducting the close out visit (COV), as well as follow-up activities and action items associated with the visit once the visit has been completed.
3.0 Definitions and Abbreviations
[bookmark: _Toc425171621]Advarra eRegulatory Management System (eReg) - An electronic regulatory binder maintenance system that allows organizations to store essential protocol documents, staff credentials, and organizational regulatory tracking documents. Advarra eReg allows users to share staff credentials and organizational regulatory tracking documents between protocols and manage effective and valid until dates on documents and URLs. Documents that require signature can be routed for electronic signature in a manner that is compliant with 21 CFR Part 11. Study staff, monitors, auditors and inspectors’ access Advarra eReg via web-based interface. Review sessions can be configured, allowing Sponsors the ability to remotely monitor regulatory binders.

Adverse Event (AE) - Any unfavorable medical occurrence in a trial participant administered the investigational product. The adverse event does not necessarily have a causal relationship with the treatment.

ALCOA-C Criteria – Source data should be attributable (clear who made the entry), legible (easily read and understood), contemporaneous (recorded, signed, and dated at the time of the trial conduct), original (the first place the information was recorded), accurate (reflect what occurred) and complete (final with no missing information).

Case Report Forms (CRF) – A data acquisition tool designed to record protocol-required information to be reported by the investigator to the sponsor on each trial participant.

Close Out Visit (COV) - A final site visit by a monitor that must be conducted after a study has been completed, suspended, or terminated for any reason.

Monitor - The person who periodically oversees the progress of a clinical study and ensures that it is conducted, recorded, and reported in accordance with the protocol, SOPs, GCP and applicable regulatory requirement(s). The lead monitor is the monitor who assumes a supervisory role when more than one monitor participates in the monitoring of a clinical study.
Serious Adverse Event (SAE): Any unfavorable medical occurrence that is considered serious at any dose if it:
· Results in death,
· Is life-threatening,
· Requires inpatient hospitalization or prolongation of existing hospitalization,
· Results in persistent or significant disability/incapacity, or
· Is a congenital anomaly/birth defect.

An important medical event that may not be immediately life-threatening or result in death or hospitalization, that may jeopardize the participant or that may require intervention to prevent serious outcomes (see ICH E2A and E19) should generally be considered as serious.
Service Provider - A person or organization (commercial, academic or other) providing a service used by either the sponsor or the investigator to fulfil trial-related activities.

Source Data - All information in original records and certified copies of original records of clinical findings, observations, or other activities in a clinical study/trial necessary for the reconstruction and evaluation of the study. Source data are contained in source documents (original records or certified copies). 

Source Records– Original documents or data (which includes relevant metadata) or certified copies of the original documents or data, irrespective of the media used. This may include trial participants’ medical/health records/notes/charts; data provided/entered by trial participants (e.g., electronic patient-reported outcomes (ePROs)); healthcare professionals’ records from pharmacies, laboratories and other facilities involved in the clinical trial; and data from automated instruments, such as wearables and sensors.

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.
4.0 [bookmark: _Toc427373286][bookmark: _Toc425171622][bookmark: _Toc425171625]Procedure 
Under FDA regulations, study completion occurs when all study subjects have completed the study at the investigative site. Federally funded research is considered complete after all data has been analyzed. A study may also end because the PI suspends or stops participation, the IRB suspends or stops approval of the study, the FDA suspends or stops approval of the clinical trial, or the Sponsor terminates the study. 

Investigators, research staff and others involved in the conduct of clinical research will allocate adequate time for close out activities. The Principal Investigator or their designee also will ensure that the monitor or other compliance or quality assurance reviewer is given access to study-related documents (including electronic medical records or certified copies) and study-related facilities (e.g., pharmacy, diagnostic laboratory, investigational product storage facilities, etc.) and has adequate space to conduct the close out visit.

The objectives of the COV include but are not limited to:

· Ensure all documentation has been completed and provided to the Sponsor
· Ensure that all queries have been resolved and that CRFs are signed by the PI
· Verify that all regulatory documents are up to date
· Confirm that investigational product is destroyed or sent back to the Sponsor, as applicable
· Confirm that study supplies are returned to the Sponsor, as applicable
· Confirm the Sponsor’s expectations for financial disclosure, SAE, etc. reporting after study closure
· Verify that the Yale site meets criteria for IRB Study Closure
4.1 [bookmark: _Toc425171623]Scheduling a Close Out Visit
4.1.1 Responsible Personnel will 
a. work with the Monitor and Principal Investigator (PI) to schedule a mutually convenient date, time, and location to conduct the close out visit. 
b. confirm the scheduled visit with any other personnel or departments involved (i.e., the research pharmacist or unblinded staff).
c. reserve adequate visit space per the current Yale University Visitor Policy.
4.2 Preparing for a Close Out Visit
4.2.1 Responsible Personnel will 
a. review contents of the regulatory files, CRFs and source documents in advance of the visit to ensure all are current and follow ALCOA-C criteria. Data queries issued to-date should be resolved, including follow-up of any open AEs or SAEs.
b. review previous monitoring reports for any outstanding action items and these should be addressed prior to the close out visit. 
c. review inventory of investigational products, forms or other relevant study supplies and dispose of as required.
d. ensure that specimens are stored, shipped, or destroyed as required.
e. request Monitor access to the Electronic Health Record (EHR), Advarra eRegulatory Management System (eReg), and Vestigo, as applicable. 
4.3 Close Out Visit and Follow-up
4.3.1 For an on-site visit, Responsible Personnel will:
a. meet the monitor at the scheduled time and escort them to the designated visit space
b. review the schedule for the visit and any specific areas the Monitor is interested in addressing during the visit
c. be available to assist, answer questions, and make introductions
d. complete any data and/or essential document clarifications as necessary 
e. escort the Monitor to any other area that Monitor requires, including the pharmacy and clinic areas
f. return all study materials and essential documents to their secure areas at the end of each monitoring day
g. document the visit day(s) in the Monitoring Visit Log
4.3.2 For a remote visit, Responsible Personnel will:
a. schedule time to work with the Monitor during the visit through phone call and/or video conferencing
b. review the schedule for the visit and any specific areas the Monitor is interested in addressing during the visit
c. be available to assist, answer questions, and make introductions 
d. facilitate remote review of the regulatory files, pharmacy files, etc., as applicable
e. complete any data and/or essential document clarifications as necessary 
f. ensure remote access to study files is terminated appropriately at the end of the visit day(s)
g. document the visit day(s) in the Monitoring Visit Log
4.3.3 At the end of the visit, Responsible Personnel will:
a. discuss action items and review any outstanding items with the Monitor and other members of the research staff
b. make every effort to resolve all queries within the timelines specified in the follow-up report, if one has been provided
c. notify the IRB that the study has ended by completing and submitting the appropriate IRB documentation
d. notify the billing team that the COV occurred so that they may invoice accordingly
e. maintain and store study documents per Yale HRPP Policy and in accordance with the protocol
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
· Principal Investigator (PI): The PI is ultimately accountable for all clinical research activities and is responsible for the appropriate delegation of tasks to individuals with adequate training and education to perform such tasks. The PI ensures that a project is carried out in compliance with GCP and Yale policies and applicable governing regulations. 

The PI may delegate study duties to research personnel; however, the PI has ultimate responsibility for management of the project and ensuring appropriately experienced and trained staff are delegated.

· Sub-investigators and appropriately qualified study personnel are able to conduct study-related duties as authorized by the Principal Investigator in accordance with GCP and Yale policies and applicable governing regulations. The following study personnel may be delegated study tasks with documentation of appropriate training and experience:
· Sub-Investigator (Sub-I)
· Clinic Staff
· Clinical Research Coordinator (CRC)
· Nurse Clinical Research Coordinator (NCRC)
· Research Assistant
· Pharmacy Staff
· Laboratory Assistant
· Regulatory Personnel
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 § 312.50 — General responsibilities of Sponsors
· 21 CFR § 312.56 — Review of ongoing investigations
· 21 CFR § 312.59 — Disposition of unused supply of investigational drug
· 21 CFR § 312.60 — General responsibilities of investigators
· 21 CFR § 312.62 — Investigator recordkeeping and record retention
· 21 CFR § 312.64 — Investigator reports
· 21 CFR § 312.66 — Assurance of IRB review
· 21 CFR § 312.68 — Inspection of investigator’s records and reports
7.2 Good Clinical Practice
· ICH E6 (R3) Good Clinical Practice
7.3 Additional Regulations, Guidance’s and Policies
· Yale HRPP Policy 730 Human Research Record and Biological Specimen Retention and Transfer
8.0 Reference Materials
Reference materials are located in each functional area’s working directory.
· Guidance Document: Study Completion
· Yale Center for Clinical Investigation - Office of Quality Assurance: Guidance, Study Tools and Templates
· YCCI eReg Guidance Document: Review Sessions 
· YCCI eReg User Access Request Form 
· Yale University Visitor Policy 
9.0 Version History
· 10/12/2023: New document (no prior history)
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