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I. [bookmark: _bookmark0]INTRODUCTION

[bookmark: _bookmark1]Human Research Protection Program Mission

Protecting the safety, rights, and welfare of human research participants through:

Collaboration
· Collaborating with investigators, key study personnel, other supporting institutional bodies, and external entities toward a common goal of protecting human research participants.

Service
· Guiding and Supporting the development of research based on sound research design and strong ethical principles that contribute to scientific and scholarly advances in behavioral, social, biomedical, and other sciences.
· Developing and Implementing human research protections education programs on the application of IRB policies and procedures, and Federal regulations and guidelines.
· Continuing education of investigators and key study personnel resulting in a current and knowledgeable research community in human research protections, regulations, and institutional policy and procedures.
· Consulting with investigators and key study personnel in the development of research programs to facilitate compliance with regulations, and assuring adherence to FDA and other regulatory guidelines, ethical considerations, and institutional policies related to human research protections.
· Administering a Community Outreach Program that serves the Nashville community for education on the rights of research participants.
· Providing an Outreach Program for the Vanderbilt community to educate them on the Federal regulations and human research protections.

Quality
· Post Approval Monitoring of human research activities to assure compliance with Federal regulations, VHRPP, and institutional policies and procedures.
· Supporting a continuous quality improvement program through assessment, evaluation, and action.
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[bookmark: _bookmark2]
II. PURPOSE

The Vanderbilt University Medical Center Institutional Review Board (IRB) has the responsibility for the protection of human research participants during events such as unforeseeable acts of nature, local emergencies, or national emergencies. In the event of any emergency or disaster, the VHRPP must ensure that participants are protected to the best ability possible.

The VHRPP Director is responsible for ensuring the department has an emergency preparedness and response plan and that the plan is evaluated annually. The plan is to be used in conjunction with institutional policy, and any conflicting information between the two will be resolved with VHRPP, the Senior Vice President of Clinical Research, and the Vanderbilt University Medical Center Research Compliance Committee. The following plan ensures continuing VHRPP operations with minimal disruption.

III.  WEATHER RELATED DISASTERS, INFECTIOUS DISEASE OUTBREAKS,  TECHNOLOGY INTERRUPTIONS

A. [bookmark: _bookmark3]Conditions Impeding Travel to/from Work
Conditions that may render it dangerous to travel to and from work can range in type and severity.  Acts of nature such as snow or sleet, flooding, tornadoes, ice storms, extreme cold, or other measures may make it risky to travel or affect at-home work. In the event any VHRPP staff are unable to travel to work or work from home, the following steps should occur:
· Please call (615) 322-2918 and leave a message 
· Please notify your supervisor or an available manager as soon as possible

B. [bookmark: _bookmark4]Inclement Weather While on Campus
 In the event of any local inclement weather, please refer to the announced instructions from the Command Center as well as the emergency preparedness manual for details on the nature of the event and the actions required. If possible, monitor VUMC emails for specific concerns and guidance from the Command Center. Virtual meetings held via Zoom or Microsoft Teams platforms may be used as needed.
C. Epidemic and Pandemics 
In the event of any infectious disease outbreak, please refer to the announced instructions from the Command Center as well as the emergency preparedness manual for details on the nature of the event and the actions required. If possible, monitor VUMC emails for specific concerns and guidance from the Command Center. Virtual meetings held via Zoom or Microsoft Teams platforms may be used as needed.
D. Power Outages and Technological Interruptions 
 In the event of power outages or technological interruptions (including cyberthreats) including in buildings where VHRPP servers reside, a battery power backup is installed with notifications that go to technical personnel responsible for providing IT support to the VHRPP.  A secured file is maintained for Information Technology (IT) information related to disaster management.
The VUMC HRPP staff work remotely and are physically located across the country. If VUMC HRPP/IRB staff members do not have access to internet or experience service disruption due to local conditions, staff are expected to use other means of communication (cell phone, landline, text message) to communicate the disruption to their immediate supervisors. This communication may include but is not limited to obtaining coverage for their responsibilities. If significant disruption of ability to perform work functions is expected, alternate VUMC HRPP/IRB staff coverage will be secured. This may include utilizing staff physically located in a different region of the country that is not impacted by any localized emergency or service disruption.

IV. [bookmark: _bookmark6]CONTINGENCY AND IMPLEMENTATION PLANNING

A. [bookmark: _bookmark7]The Development of Contingency Plans
 Study teams should proactively prepare contingency plans for their active research protocols. Any contingency plans should be submitted to and approved by VHRPP, although emergent contingency plans and actions to protect the safety of participants should be implemented in a timely manner for participant safety, even if not yet approved by VHRPP (See Section III.B). Important considerations for contingency plans that VHRPP/IRB staff may bring to the awareness of research teams include:
1. Assess if the disruption of a research protocol might impact the safety of research participants.  The   following should be considered: 

a. Investigational Drugs – If research participants are on investigational drugs, the Investigational Drug Service (IDS) can help determine an appropriate plan to dispense investigational drug to research participants (e.g. home delivery). If investigational drugs cannot be dispensed to research participants, plans should be made to transition research participants back onto their most appropriate clinically available medications. This transition should include consultations with the IDS and the clinical team caring for the research participants.
b. Research Procedures – Principal Investigators need to assess whether any reduction in staff makes it unsafe to complete the planned research procedures. 
c. Timely review of research data – If research team members are not available, integration of research care such as reviewing lab results in a timely manner might not be possible and will require special attention under the direction of the study Principal Investigator. Study teams should consider the availability of appropriate back-ups to the Principal Investigator to conduct safety assessments. 
                                                             
2. Utilization of alternate procedural options including: 

a. Telephone or Vanderbilt Health OnCall visits for participants who are unable or unwilling to come to on-site visits.
b. Video conferencing – It may be helpful to have current phone numbers and/or email addresses for all research participants to coordinate remote assessments.  
c. Alternative consent options include recommendations for e-consent when the use of paper consent is not feasible or would pose a health/transmission risk. Additionally, it is the expectation that researchers adhere to/consult published guidance from regulatory bodies (OHRP, FDA, HHS) in the event of a public health emergency declared by the Department of Health and Human Services (HHS). 
3. Assess if the study should continue based on the following criteria:
a. The study is likely to provide direct benefits to participants.
b. The study requires ongoing assessment and monitoring for safety concerns and where those assessments and monitoring can occur.
c. The study involves direct interaction or intervention, but procedures can continue with minimized risk by using alternative methods such as remote study visits, conference calls, or video conferencing.

B. [bookmark: _bookmark8]Changes to Research to Avoid Immediate Hazard to Participants 

1. The Principal Investigator is responsible for assessing the need for immediate action to protect the safety and well-being of the participant. If there is a need, the Principal Investigator may make the change without first obtaining IRB approval as described in VHRPP Policy III.J. Note this option is only available for changes that would impact participants already enrolled in the study. It is not appropriate to make such a change to enroll a new participant (for example exceptions to inclusion/exclusion criteria).  
The steps below should be followed if a change is made to prevent immediate hazard without IRB    approval:
a. Submission to the IRB within 7 calendar days of the change.
b. The change and rationale for making it should be clearly documented in research records (e.g. in a note to file).
c. This change may apply to one subject or a group/all subjects in the research study.
Any changes to a research study must have IRB review and approval prior to implementing the change except to avoid immediate hazard. The PI is responsible for assessing the need for immediate action and notifying participants as applicable. 
2. During an emergency, the organization has authority to stop or close certain types of research to prioritize resources. Stopping or closing studies is an action of the organization and is not a suspension or termination of IRB approval. The IRB continues to have existing authority to suspend or terminate open ongoing/active studies. During an emergency, it continues to be the case that research cannot be conducted that has not been approved by the IRB.
3. The VHRPP Director, VHRPP Assistant Director, VHRPP Medical Director, and Senior Vice President for Clinical Research will be responsible for determining which studies will continue, which studies will be stopped, and which new studies may be submitted for IRB review. Assessment of the need for a study may be dependent on the type of emergency that occurs. 
4. If a decision is made to stop or close some studies, only new studies directly related to the emergency can be submitted for IRB review during the emergency. The VHRPP Director is responsible for maintaining a list of the types of studies and emergency response protocols that the IRB has reviewed. This list must be evaluated at least annually.
5. Priority for new study submissions during an emergency will be given to those that provide direct benefit to those impacted by the emergency, without increasing risks to participants. 
6. The VHRPP Medical Director and Senior Vice President for Clinical Research may work with the VHRPP and IRB to transfer studies to an AAHRPP-accredited external IRB for review if needed. The VHRPP Director and Single IRB Manager are responsible for implementing reliance agreements with such IRBs and must evaluate the emergency preparedness plans of those institutions. The selection of such an institution should be outside of the immediate geographic area if possible. 
7. When studies have an external IRB of Record/sponsor, the researcher should contact the IRB of Record/sponsor to determine if they have an emergency response plan in place. Any institutional requirements that are more restrictive than a sponsor’s emergency response must be followed. When VUMC is the IRB of Record, HRPP administration will contact involved lead sites/relying institutions regarding any emergency and planning contingencies.



C. Public Health Surveillance
If public health surveillance is authorized by a Public Health Authority and involves no research activities, it is not considered research for the purposes of IRB review. Public health surveillance is the continuous, systematic collection, analysis and interpretation of health-related data needed for the planning, implementation, and evaluation of public health practice. Such surveillance can:
a. serve as an early warning system for impending public health emergencies;
b. document the impact of an intervention, or track progress towards specified goals; and/or
c. monitor and clarify the epidemiology of health problems, to allow priorities to be set and to inform public health policy and strategies. 
D. Minor Deviations
Minor protocol deviations that do not have the potential to negatively impact participant safety or the integrity of study data (the ability to draw conclusions from the study data) or affect participant’s willingness to participate in the study do not need to be submitted immediately to the IRB for review, consistent with HRPP Policy II.C and HRPP Procedure II.C.1.
Minor protocol deviations could include conducting a study visit virtually (by remote means) or outside of a visit window, omitting a specific research procedure or collecting questionnaire/assessment data over the phone instead of in person.  Minor protocol deviations are reported to the IRB at the time of Continuing Review through submission of a Deviation Log.  

E. Adverse Events
All adverse events as defined in policy III.L, both related and unrelated to research procedures, are expected to be reported to the IRB in the event of an emergency per policy. It is the expectation that any serious adverse event that in the Investigator’s opinion was unanticipated or unexpected, involved risk to participants or others and was possibly related to the research procedures is reported to the IRB within 7 calendar days of the investigator's knowledge of the problem.

F. Recovery Period

After the event has been resolved, investigators should review the following:
a.      Review all current participants to determine if there were any deviations in treatment or follow-up requirements. 
b.      Identify any serious adverse events that need to be reported, which may have occurred during the emergency period when some services were suspended. 
c.    Identify any necessary protocol modifications to address ongoing issues following the emergency, whether identified locally or by the study sponsor, and submit these to the IRB for review and determination.

V.  EMERGENCY PREPAREDNESS EDUCATION AND REIVEW

A. Education
a. The VHRPP Director is responsible for the education plan and evaluation of this plan in  coordination with the overall evaluation of the Emergency Preparedness Plan. 
b. The Emergency Preparedness Plan will be sent via email to all department staff and IRB committee members annually and maintained on a local server accessible to all department staff. 
c. A review of key elements of the Emergency Preparedness Plan will be presented to all department staff and IRB committee members annually.
d. Attendance at the review presentation will be maintained, and the presentation will be sent to those who are not in attendance.
B. Review
a. The Emergency Preparedness Plan will be reviewed annually and assessed for necessary revisions.
b. Annual review of the Emergency Preparedness Plan will be conducted by the following:
i. VHRPP Director
ii. All VHRPP Managers
iii. Institutional Official
iv. Senior Vice President of Clinical Research

c. Task Force Review
i. The VHRPP Director appoints a task force for advice in emergency response. Members may include the VHRPP Director, IRB Chair, IRB members, legal counsel, clinical researchers, and others as appropriate.
ii. The task force will meet annually in February or March to review this Emergency Preparedness Plan.
iii. The composition of the task force may change based on types of emergencies the organization needs to plan for.
iv. The task force conducts an annual threat assessment, considering different types of threats, which may include but not be limited to infectious diseases, natural disasters, cyber-attacks, and other types of local events (e.g., local industrial accidents that impact the medical center), and possible actions by governments (such as new laws, or court decisions), corporations, or other institutions that may impact research. 
v. The annual threat assessment by the task force may include development of an exercise to test response to a potential scenario that will aid in evaluation of the Emergency Preparedness Plan. 

C. Evaluation
a. The task force evaluation and any recommendations for changes to the Emergency    Preparedness Plan will be completed and results disseminated by July 1 of each year. 
b. The evaluation may focus on several areas which may include but are not limited to: knowledge of VHRPP/IRB/VUMC clinical researchers, the ability to respond to different or new types of emergencies, or administrative recommendations. 
c. During an emergency situation, scenarios outside the scope of this Emergency Preparedness Plan may occur. These will be documented by the VHRPP Director as needed to guide further evaluation of the plan. 



APPENDIX – MITIGATION PLANNING FOR INVESTIGATORS

The purpose of this appendix is to provide investigators with general guidance and considerations when developing study-specific plans to modify research during an emergency/disaster situation impacting the investigator’s ability to ensure the ongoing safety of research subjects. Challenges to study conduct may arise, for example, from:
· Extreme weather events 
· Natural disasters
· Infectious disease outbreaks
· Man-made disasters and technology interruptions
These challenges may lead to difficulties in conducting protocol-specified procedures, including administering or using test articles or adhering to protocol-mandated visits and tests. The following worksheet contains various considerations when investigators are responsible for protocol-specific emergency/disaster risk mitigation planning. 
1. General Exclusions: If any of the following are true, development of a protocol-specific risk mitigation plan for research may not be needed:
☐ Research does not involve in-person interaction with research subjects.
☐ Research can be conducted as written while adhering to additional institution-level and HRPP-level guidance and requirements regarding the emergency/disaster event. 
☐ Research is externally sponsored, and the sponsor has developed a protocol-specific risk mitigation plan for the research.
☐ Research has been voluntarily placed on hold for recruitment and all research procedures (except for necessary follow-up procedures to be done consistently with additional institution-level and VHRPP-level guidance and requirements regarding the emergency/disaster event).
2. General Considerations for Creating a Protocol-Specific Emergency/Disaster Risk Mitigation Plan. The following are additional considerations for investigators when determining the various elements of their research that must be modified to ensure the ongoing safety of research subjects during an emergency/disaster situation. The considerations below do not represent an exhaustive list and are intended to serve as a starting point to guide an ongoing discussion between investigators, study staff, sponsors, and institutional review boards (IRBs) in their efforts to address the new risks to research subjects and others posed by current or anticipated emergencies/disasters. 
☐ Modifications to Recruitment and Enrollment Processes (Select any that are appropriate for the research.): 
☐ Temporarily discontinue study recruitment efforts and initiatives.
☐ Temporarily discontinue enrollment of new research subjects.
☐ Incorporate additional screening procedures for research subjects or study personnel that will be completed prior to recruitment and enrollment (e.g., for infectious disease outbreaks).
☐ Other relevant actions should be taken. 


☐ Additional Modifications to Minimize Risk (Select any that are appropriate for the research):
☐ Withdraw some or all current research subjects from the research.
☐ Modify study visit procedures so that visits can be completed via phone.
☐ Modify study visit procedures so that visits can be completed virtually.
☐ Modify study visit procedures so that visits can be completed at subjects’ local lab, clinical or imaging center.
☐ Incorporate additional screening procedures for research subjects or study personnel that will be completed prior to in-person visits (e.g., for infectious disease outbreaks).
☐ Incorporate other additional safety monitoring procedures. Describe: Click or tap here to enter text.
☐ If planned on-site monitoring visits are no longer possible, consider optimizing use of central and remote monitoring programs to maintain oversight of clinical sites.
☐ Modify timing and scope of specific study visits to account for essential versus nonessential study procedures. 
☐ Other relevant actions should be taken. 
☐ For FDA-Regulated Research: Modifications to Investigational Drug/Biologic/Device Access and Administration (Select any that are appropriate for the research):
☐ For any investigational products that can typically be distributed for self-administration, modify the protocol to allow for alternative secure delivery methods (e.g., investigational product can be shipped to the subject’s residence).
☐ For any investigational products that are normally administered in a healthcare setting, consult FDA review divisions on plans for alternative administration (e.g., home nursing or alternative sites by trained but non-study personnel).
☐ Other relevant actions should be taken.
3. Research Record and Study Documentation Considerations When Implementing Emergency/Disaster-Specific Study Modifications: The following are additional considerations for investigators when maintaining research records that reflect study modifications made to ensure the ongoing safety of research subjects in emergency/disaster situations. 
☐ For protocol wide study restrictions or modifications necessitated by the emergency/disaster situation, documentation related to any of the following elements are included in the research record where applicable and appropriate to the research: 
☐ Changes in study conduct 
☐ Duration of those changes 
☐ Which trial participants were impacted 
☐ How those trial participants were impacted
☐ For FDA-regulated research where there are individual instances when efficacy endpoints are not collected, the research record includes documentation related to the reasons for failing to obtain the efficacy assessment (e.g., identifying the specific limitation imposed by the emergency/disaster leading to the inability to perform the protocol-specified assessment).  
☐ Specific information in case report forms explains the basis of any missing data, including the relationship to the emergency/disaster for missing protocol-specified information.
☐ For FDA-regulated research where changes in the protocol include any of the following, the research record includes documentation that changes were made in consultation with the applicable FDA review division where feasible and appropriate:
☐ Amendments to data management and/or statistical analysis plans
☐ Alternative administration of investigational products that are normally administered in a healthcare setting (e.g., home nursing or alternative sites by trained but non-study personnel)
☐ Protocol modifications for the collection of efficacy endpoints, such as use of virtual assessments, delays in assessments and alternative collection of research-specific specimens
4. Communication Plan to Subjects: The following are additional considerations for investigators when maintaining research records that reflect study modifications made to ensure the ongoing safety of research subjects during emergency/disaster situations. 
☐ A research subject communication plan describing the study-specific modifications being made to ensure the ongoing safety of research subjects during the emergency/disaster situation has been developed for implementation with all current (and where applicable, prospective) research subjects. This plan includes:
☐ What information will be communicated to current (and where applicable, prospective) research subjects
☐ Who will communicate the information
☐ When the information will be communicated
☐ How the information will be communicated
5. IRB Notification and Approval (when applicable): One of the following pathways must be followed:
[bookmark: _Int_dOxYaFQ6]☐ If immediate modification of the research is necessary to eliminate an apparent immediate hazard to a subject, take action and notify the IRB within seven calendar days following the standard pathway to submit reportable new information. 
☐ For all other study modifications made to ensure the ongoing safety of research subjects throughout an ongoing emergency/disaster situation, a study amendment is submitted to the IRB
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