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OBJECTIVE:

The objective of this administrative guidance is to provide some guidance regarding the functioning of the IRB-HSR in the event of a flu pandemic.  
GENERAL DESCRIPTION:

A pandemic is defined as a disease affecting the majority of the population of a large region, or which is epidemic at the same time in many different parts of the world.  There have been three flu pandemics in the last century, in 1918, 1957 and 1968.  The most deadly was in 1918 which killed approximately 50 million people world wide.  
Three conditions must be met for a flu pandemic to occur:  
1) a new influenza virus subtype emerges, 
2) the virus infects humans and 
3) the virus gains efficient and sustainable transmission from human to human.  
The normal influenza attack rate is 5-10%.  In a pandemic an absentee rate of 25-50% for a minimum of 8-12 weeks are appropriate to consider.  The pandemic of 1911 spread across the country in about 3-4 weeks.  With today's improved modes of transportation the virus may spread across the country in a matter of days. 
Functioning of the IRB-HSR administrative offices during a pandemic is dependent on the availability of all information, technology and communication services (ITC) at the University and the functioning of the IRB servers and database maintained by the Office of the Vice President for Research (VPR).

Some research projects approved by the Institutional Review Board for Health Sciences Research (IRB-HSR)can be considered non-essential research and would therefore be halted sooner than essential research. 
Continued functioning of the IRB-HSR administrative office is possible through telecommuting due to:

· Availability to submit electronically, 
· Home internet access to database information and functions,

· Cross-training between IRB-HSR staff members, and 

· Electronic availability of Board members.
Incoming requests to the IRB-HSR office may be triaged during times when the incoming work load exceeds the office staffs ability to process submissions in a timely manner.  

Continued functioning of IRB-HSR full board meetings might be possible during a pandemic through telecommuting.  Availability of board members and capacity to telecommute can be determined through email or phone
No IRB-HSR staff member would be required to enter the IRB-HSR administrative office unless considered safe by University health officials.

RESPONSIBILITY:

Execution of AG: Most Senior IRB-HSR Staff Member available
Monitoring and Quality Assurance:  Most Senior IRB-HSR Staff Member available
PROCEDURE:

If there is evidence of significant human-to-human transmission (see WHO phase 6, scenario 4a) and a significant number of confirmed cases within the state of Virginia, the most senior person available in the IRB-HSR at that time will make a decision about alteration in office functions, work from home provisions or office closure.  These decisions will be made after consulting with health officials, higher administration and the Office of the Vice President for Research.  

If decisions are made to alter office functions the IRB-HSR office will follow the Emergency Staffing Summary (Appendix B) to determine chain of command.  A completed version of this document will be on the shared drive under Office Information/ Emergency Staffing Summary.  The form will be updated on line to keep all individuals informed.  
Notification of Inability to Work

Personnel who find themselves ill and unable to work should notify other staff who are healthy.   They may refer to the Emergency Staffing Summary online to determine the person highest in authority who is not ill. See Appendix B. The completed document is kept on the shared drive under Office Information/ Emergency Staffing Summary.   The person notified will communicate this information to all others on staff by updating this form.  The same communication lines should be carried out in reverse when an individual is able to start work again.  
Contact information will be documented in the Emergency Contact List.  A completed version of this document is also kept online in the share drive under Office Information/ Emergency Contact List.  
IRB members will also be advised to notify the most senior person in the IRB-HSR office if they are ill and/or unable to participate in a meeting.  

Alteration in Office Functions

The most senior person available in the IRB-HSR will consider the following when making decisions about the order in which key functions will be carried out each day depending on staffing levels.  Investigators should be notified if there is a change in Key Functions.   This may be done by a notice on the website, emails, notices on the door.  
· Will the submission alleviate a risk or risks to participants?

· Will not reviewing the submission result in financial consequences to the researcher?  (e.g.  Students who do not graduate on time will need to pay extra tuition.  Researchers may lose grant funding if IRB approval is not secured in a timely manner.)

· Is there a time sensitive element to the study?

· Do we have the appropriate expertise available to review a submission?

· The following list may also be used as a guide to prioritize functions: 

· IRB-HSR Key Functions (in order of priority) :

a. Review of internal serious, unexpected, adverse events or unexpected problems that are felt to be related to the protocol and require a change in the protocol and or consent
b. Review of Modifications affecting the safety of the subjects

c. Review of New Protocols which involve essential research * may have funding affected late approval.

d. Review of Continuations requiring full board review

e. Review of Continuations requiring expedited review

f. Review of Modifications requiring expedited review (e.g. do NOT affect safety of subjects) 

g. Review of New Protocols, which funding would not be affected by a later approval, or are non- essential research**
h. Review of advertisements for subjects

* Essential Research:  e.g. protocols involving potential for health benefit such as a phase 3 oncology trial

**Non-Essential Research:  e.g. a survey to improve processes in a department
Work From Home Provisions

The IRB-HSR staff may continue to conduct business outside of the physical office in some instances.  Since a majority of the IRB-HSR staff have high speed internet connections at home, the Work from Home provision should be triggered as soon as possible to avoid infection of staff members.  In the event of implementation of the Work from Home Provision, all researchers will be notified via email outlining the office’s status, priority of submissions and contact information.  
Only those staff members who are not ill or have no indication that they have been exposed would be allowed to come into the office to work.   Employees who elect not to come into the office for fear of exposure will not be penalized
Work distribution and load will be determined by the most senior person available in the IRB-HSR at the time and by functions that may be done electronically.  Healthy staff members with easy access to the internet may be required to take on additional responsibilities to ensure smooth processing of submissions to the IRB-HSR office.  
Board meetings may be held by conference call as long as IT support is present and members have received their packets by email at least 3 days before a meeting.  The IRB staff will organize these calls.  Information on how to set up a conference call is located on the U drive under Administrative FAQ’s: Conference Call Procedures.   Convening a full board meeting by conference call would require that one IRB-HSR staff member be available to take minutes.  The decision to convene a full board meeting by conference call will be made by the most senior person available in consultation with the Office of the VP for Research.
Office Closure

If all senior staff (Director, Associate Director, Assistant Director, Advanced Compliance Coordinators) are unable to work, the office will be closed.  In addition, board meetings will be cancelled until at least one senior staff person and a quorum of members are able to participate. 
At the time of office closure, the most senior person in the office of the VP for Research and the most senior person in the IRB-HSR office will consult to determine the estimated length of closure.  This will be based on any available information concerning the disease process (i.e. incubation period and period of viral shedding). In the event of office closure, all researchers will be notified via one of the following:  a notice on the website, an email, a notice on the door or on voicemail.  The notification will outline the office’s status and steps researchers should take in emergency situations.  See Appendix C.  The email should also inform researchers about University policies for conducting research during such times.

Office Re-opening

The most senior person in the IRB-HSR and the most senior person in the office of the VP for Research, in consultation with university administration and university health officials will determine when the office should be re-opened.  A gradual re-opening following the guidelines for shutting down the office may be used only in reverse.  Investigators will be notified by one of the following:  notices on the website, email, notices through administration.  As with the closure notices, the re-opening notice should include which functions are being resumed.  
REFERENCES:

Guidelines for Pandemic Planning.  American College Health Association Guidelines July 7, 2006
World Health Organization  Website:  www.who.int/csr/disease/avian_influenza 

Appendix A

The information in this Appendix is part of a draft document written in August 2006.  It is based on questions which arose regarding the phases of a pandemic that would impact the University of Virginia.  It was considered important to harmonize the university’s nomenclature with the World Health Organization nomenclature.  The phase nomenclature was researched and the following “scenarios” were proposed and approved by the Pandemic Disaster subcommittee chairs:
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It would not be until phases 4, 5, or 6 that UVa would actually carry out any reduction in services.


Proposed and approved nomenclature:


WHO phases 1, 2, 3:

· Scenario 1.  Normal operations, but pandemic planning ongoing.

WHO phase 4:

· Scenario 2.  Impose restrictions on UVa travel to affected areas and work with health department to assure appropriate screening and quarantine of incoming individuals.

WHO phase 5:

· Scenario 3.  Consider closure of all classroom activities.  Continue essential and non-essential research.  Continue routine healthcare activities.

WHO phase 6:

· Scenario 4a.  Classes and non-essential research discontinued.  Continue essential research.  Health system implements pandemic emergency plan and routine care is deferred.

· Scenario 4b.  Essential research discontinued. Health system implements pandemic emergency plan and routine care is deferred.
· As WHO pandemic phases reverse to lower phase, recovery plans return UVa to next lower scenario.   


Appendix B:  Emergency Staffing Summary
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Appendix C:  Emergency Instructions to Investigators
To be drafted at a later date. 

Appendix D:  Emergency Contact List
	Name
	Employee Home/Cell#
	Employees Address
	Emergency Contact
	Relationship
	Contact’s Phone
	Contact’s Address

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


