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This procedure applies to all personnel working in Yale Center for Clinical Investigation (YCCI) clinical and laboratory locations, including YCCI staff, investigators, study team members, and supporting staff.  This procedure also applies to personnel working off-site who require connectivity to the Yale Virtual Private Network (VPN) to perform research-related duties in efforts to protect the safety and rights of research participants and ensure data integrity.

2.0 [bookmark: _Hlk104194874]Purpose
The Yale Center for Clinical Investigation is prepared for weather-related, building-related, power-related and any other contingencies that may impact the day-to-day operations of Yale Center for Clinical Investigation (YCCI) Clinical Research Units. This document outlines the steps to mitigate impact to clinical research operations before, during, and after emergencies. The top priority is the safety of staff and research participants.
3.0 Definitions and Abbreviations
Institutional Review Board (IRB) - An independent body (a review board or a committee, institutional, regional, national or supranational) constituted of medical professionals and non-medical members whose responsibility it is to ensure the protection of the rights, safety and well-being of human participants involved in a trial and to provide public assurance of that protection by, among other things, reviewing and approving/providing favorable opinion on the trial protocol, the suitability of the investigator(s), the facilities, and the methods and material to be used in obtaining and documenting informed consent of the trial participants. The legal status, composition, function, operations and regulatory requirements pertaining to IRBs/IECs may differ among countries but should allow the IRB/IEC to act in agreement with GCP as described in this guideline.

Protected Health Information (PHI) - Any identifiable health information that is used, maintained, stored, or transmitted by a HIPAA-covered entity – a healthcare provider, health plan or health insurer, or a healthcare clearinghouse – or a business associate of a HIPAA-covered entity, in relation to the provision of healthcare or payment for healthcare services. 

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.

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.

The terms “subject” and “participant” where applicable are interchangeable.

4.0 Procedure
4.1 Emergency Operations Plan
4.1.1 YCCI will follow directives issued by the Yale Office of Emergency Management, Yale Environmental Health & Safety, and Yale Police.
4.1.2 YCCI will evaluate and respond to an emergency situation to limit the risk of continued operations and to maximize safety of research participants and employees.
4.1.3 YCCI will make every effort to ensure the integrity of investigational products/devices and human specimens, while maintaining the safety of staff and research participants.
4.1.4 YCCI will make every effort to ensure the security and integrity of protected health information, while maintaining the safety of staff and research participants.
4.1.5 YCCI will make every effort to ensure the security and integrity of paper and electronic clinical trial documents, while maintaining the safety of staff and research participants.
a. If an emergency results in long-term inability to access electronic documents and online research systems (ex., EPIC, REDCap, OnCore, eReg, etc.) due to Yale network connectivity issues or due to cybersecurity threats, temporary alternate arrangements will be made to allow continued documentation of clinical research activities in alternate forms (i.e., paper documentation and/or use of a secure file hosting service).
4.1.6 YCCI will, as needed, re-evaluate the risk/benefit ratio of each clinical trial protocol to determine if research benefits continue to outweigh new, potential risks.  Study-specific procedures, assessments, and visits for research purposes will be evaluated to determine if the potential benefit of the event continues to outweigh new, potential risks to participants, employees, and external visitors (ex. study monitors).  Decisions made to deviate from an IRB-approved protocol, to eliminate apparent immediate hazards to the subject, will be documented in the research record.
4.1.7 Emergency-related communication will be initiated by YCCI leadership and will be ongoing to provide timely updates.
a. If an emergency results in university closure/delay/evacuation, staff, PIs, research participants, vendors, monitors, and any ancillary users of YCCI facilities must be contacted and provided with rescheduling information.
b. The manager of the Investigational Drug Service Pharmacy, Yale-New Haven Hospital, must be contacted if contingencies are needed for the delivery of investigational products. 
c. Service proviers should be contacted by assigned coordinators if prolonged closure leads to missed study visits and deviations if alternate arrangements cannot be made.
d. Service providers should be contacted by assigned coordinators if prolonged closure leads to changes in drug and/ or biospecimen sample storage and shipment schedules.
e. Principal Investigators (PIs) and study coordinators at external study locations may need to be notified if a local emergency impacts Yale’s duties as the coordinator center for a multi-site clinical trial.
f. The Institutional Review Board (IRB) may need to be consulted in the event of long-term displacement and movement of studies to alternate locations leading to deviations from the IRB-approved protocol and/or IRB procedures.
g. The Office of Regulatory Affairs will assist with regulatory agency notifications, if required.
h. Yale Information Technology Support (ITS) will be contacted if essential computer/remote VPN access is compromised.
4.1.8 Facilities management may need to be notified to help minimize damage to the workspaces and equipment located at YCCI locations.
4.2  Inclement Weather
4.2.1 It is extremely rare for Yale University to close because of inclement weather. In the event of hazardous weather conditions or winter storm warnings, the YCCI clinic will remain open so long as Yale University is open. Should the University close campus, the YCCI clinic will close as well.
4.2.2 When hazardous weather is expected to affect the region, department managers will communicate with their teams about any delays or closures. Staff should monitor their emails in the preceding 48 hours of expected storm arrival for updates. Unless otherwise stated, staff should expect to arrive at work for their scheduled shift.
4.2.3 If the clinic is open, any staff who are unable to arrive safely to work for their shift must:
· Contact their lead manager to inform them of the situation and ensure proper coverage of any responsibilities
· Use PTO days for the shifts they are unable to support.
4.2.4  If the YCCI Clinic is closed, every effort will be made by clinical study teams to reschedule their patients to accommodate any closures prior to the affected day. Staff should bring their work laptops home with them, as staff will be asked to work on administrative tasks and any job related trainings, including: 
a. New Inservice Sheets
b. Building Order sets
c. Workday trainings 
4.3 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 Good Clinical Practice (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 International Council for Harmonisation (ICH) Good Clinical Practice (GCP) and Yale policies and applicable governing regulations. 

· The following study personnel may be delegated study tasks with documentation of appropriate training and experience:
· Clinic Research Nurse II
· Clinical Research Coordinator (CRC)
· Nurse Clinical Research Coordinator (NCRC)
· Research Assistant
· Regulatory Personnel
· Laboratory Staff
· Other Research Staff
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 § 56.108– IRB functions and operations
· 45 CFR § 46.108 – IRB functions and operations
8.0 Reference Materials
Reference materials are located in each functional area’s working directory.
· YCCI Emergency Operations Guidance
· YCCI Emergency Contact Information and Resources
· YCCI Clinic and Laboratory Ramp-Down Checklist
· YCCI Staff Contingency Planning for Possible Weather Disruptions
· Guidance for Monitoring Temperature in YCCI Clinical Research Support Lab Freezers and       Refrigerators 
9.0 Version History
· 01/04/2024: New document (no prior history)
· 02/03/2026: Added Section 4.2 (Inclement Weather)
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