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Site Initiation Visits (Site) -0506- Procedure
Responsible Office:		YCCI
Procedure Sponsor:		Erica Rocco, Manuel Avedissian
Effective Date:			11/07/2023	

1.0 Scope
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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. 
2.0 Purpose 
Studies being conducted with Yale Center for Clinical Investigation (YCCI) clinical research support will have a site initiation visit (SIV) prior to the first participant being enrolled. This Standard Operating Procedure (SOP) addresses preparations for scheduling and conducting the SIV, 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.
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.
Essential Records - Essential records are the documents and data (and relevant metadata), in any format, associated with a clinical trial that facilitate the ongoing management of the trial and collectively allow the evaluation of the methods used, the factors affecting a trial and the actions taken during the trial conduct to determine the reliability of the trial results produced and the verification that the trial was conducted in accordance with GCP and applicable regulatory requirements.

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.

Site Initiation Visit (SIV) - A meeting between the Sponsor representative(s) and Investigator(s) (and other key personnel), at which the objectives and the methodology of the clinical study are defined, regulatory requirements are reviewed and appropriate training of the site’s key personnel is conducted.

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 
The objectives of the SIV include but are not limited to:
· Verify that the site’s study preparation procedures are completed
· Verify that all regulatory documents are in place
· Verify that investigational product is available, or establish when investigational product will be available and provided to the research team (if applicable)
· Verify that study supplies are available
· Review the protocol, CRFs, and other worksheets
· Review all regulatory requirements
· Provide recruitment and retention plan
· Provide study monitoring plan
· Provide the site with all Sponsor contact names and telephone numbers and/or emails
· Confirm the Sponsor’s expectations on the study conduct 
· Train the site’s staff and ensure documentation has been completed
The SIV may be conducted before IRB approval is received for the site; however, IRB approval must be received prior to the first subject being enrolled.
4.1 [bookmark: _Toc425171623]Prior to the SIV
4.1.1 Prior to the SIV, Responsible Personnel will:
a. [bookmark: _Hlk115801366]ensure that a confidential disclosure agreement (CDA) has been executed with the Yale Office of Sponsored Projects (OSP)
b. assemble and review required documents and study materials; file in site regulatory binder.
4.2 Scheduling the SIV
4.2.1 Responsible Personnel will: 
a. work with the Sponsor representative/Service Provider and Principal Investigator (PI) to schedule a mutually convenient date, time, and location to conduct the SIV 
b. confirm the scheduled date and time with any other personnel or departments involved in the visit (i.e., the research pharmacist or blinded/unblinded staff) and will provide them with study information needed prior to the SIV (if available). Laboratory staff are not included in the visit unless the protocol requires that laboratory personnel perform a study-specific lab test/function outside of their daily duties which will contribute significant data to the study.  
c. reserve adequate monitoring space per the current Yale University Visitor Policy
d. for a remote visit, work with the Sponsor representative/Service Provider to ensure the individual(s) conducting the SIV will have remote access to the study files (ex. remote access to the essential documents in eReg)
4.3 During the SIV
At the SIV, the Sponsor representative/Service Provider will provide detailed review of trial procedures. 
4.3.1 For an on-site visit, Responsible Personnel will:
a. meet the Sponsor representative/Service Provider at the scheduled time and escort them to the designated space 
b. review the schedule for the visit and any specific areas the Sponsor representative/Service Provider is interested in addressing during the visit
c. ensure attendance is documented by all participants on a SIV Attendance/Training Log
d. be available to assist, answer questions, and make introductions
e. escort the Sponsor representative/Service Provider to any other area that he/she requires, including the pharmacy and clinic areas, as allowed by the current Yale University Visitor Policy (alternate accommodations will be made if current Yale policy does not allow in-person visits to certain research spaces)
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 Sponsor representative/Service Provider during the visit through phone call and/or video conferencing
b. review the schedule for the visit and any specific areas the Sponsor representative/Service Provider is interested in addressing during the visit
c. document attendance on a SIV Attendance/Training Log
d. be available to assist, answer questions, and make introductions 
e. facilitate remote review of the regulatory files, pharmacy files, etc., as applicable
f. ensure remote access to study files, including eReg, is terminated appropriately at the end of the visit day(s)
g. document the visit day(s) in the Monitoring Visit Log
4.4 After the SIV
4.4.1 At the end of the visit, Responsible Personnel will discuss action items and review any outstanding items with the Sponsor representative/Service Provider and other members of the research staff.
4.4.2 The Sponsor representative/Service Provider will provide a SIV Follow Up Report. Responsible Personnel will make every effort to resolve all queries within the timelines specified in the report, or within two weeks of receipt of the report if no timeline has been stated. 
4.5 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 the terms, conditions, and policies of GCP and other applicable local and national regulations. 

The PI may delegate some duties to key research personnel; however, the ultimate responsibility for the management of the project rests with the PI.

· Sub-investigators and other qualified study personnel listed below are responsible to conduct study-related duties as authorized by the Principal Investigator in accordance with GCP and other applicable local and national regulations. The responsible study personnel include:
· Sub-Investigator (Sub-I)
· Clinic Staff
· Clinical Research Coordinator (CRC)
· Nurse Clinical Research Coordinator (NCRC)
· Research Assistant
· Laboratory Assistant
· Pharmacy Staff
· 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 § 312.60 — General responsibilities of investigators
· 21 CFR § 312.62 — Investigator recordkeeping and record retention
· 21 CFR § 812.45 — Monitoring investigations
· 45 CFR § 46
7.2 Compliance Program Guidance Manual
· 7348.811: Clinical Investigators; September 2021
· 7348.810: Sponsors, Contract Research Organizations and Monitors; September 2020
7.3 Good Clinical Practice
· ICH E6 (R3) Good Clinical Practice
8.0 Reference Materials
Reference materials are located in each functional area’s working directory.
· Guidance Document: Study Start-Up
· Yale Center for Clinical Investigation - Office of Quality Assurance: Guidance, Study Tools and Templates
· YCCI eReg Guidance Document: Review Sessions 
· YCCI eReg Information and Compliance Documents 
· 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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