Governor’s Taskforce for Pandemic Influenza Preparedness

Management and Use of Influenza Vaccine during a Pandemic

Executive Summary:

Issue:

Influenza vaccine is the most effective tool for preventing complications of influenza.  Pandemic influenza vaccine would not be available for at least 4-6 months after the pandemic virus had been identified and the supply of vaccine would be insufficient for some time after that.

Potential Recommendations by Taskforce:

1.  UDOH should lead development of a statewide plan in collaboration with all entities that will be involved in vaccine management and use during a pandemic.  That plan should:

a) Address operational details including security, accountability for vaccine use, data collection, responsibility for stockpiling needed supplies, and agreements with distribution and administration sites.

b)  Establish mechanisms to assure that vaccine administration adheres to priority groups.

c)  Plan to administer vaccine in ways and at sites that minimize influenza transmission if vaccine administration occurs during an influenza outbreak in the community.

d)  Clarify whether unlicensed volunteers and health care workers from other jurisdictions can administer influenza vaccine during a pandemic or similar emergency, and whether state or local law authorizes mandatory vaccination to protect the public health.

2.  UDOH should adopt the priority groups recommended by the Advisory Committee on Immunization Practices (ACIP) as interim priority groups in the Utah Pandemic Influenza Plan.

a)
The previously recommended advisory committee process should be used to guide vaccine priorities during a pandemic.

b)
A public health technical advisory committee, in collaboration with stakeholders, should establish specific definitions to implement use of those priority groups and prepare estimates of the numbers of people in each priority group in Utah.
3.  The pandemic influenza communications plan should include specific plans and pre-developed messages to inform the public about the importance of pandemic influenza vaccine, and the need and rationale for vaccine priority groups.  These plans and messages should be evaluated for ability to reach all target populations, including difficult-to-reach populations such as ethnic minority groups and non-English speaking people.

4)  Hospitals, long term care providers, other health care providers, and other essential responders should develop systems and policies to support provision of seasonal influenza vaccine so that those systems and policies are in place and have been tested prior to a pandemic.  UAIC/UDOH Immunization Program policies can serve as models for those policies and systems.

5)  Utilization of USIIS/EIMS and UNIS should be expanded to assure that tested and implemented vaccine tracking and communications/notification systems are available when a pandemic occurs.

6)  State or federal funding should be made available for vaccine to be used for mass clinic exercises.

Management and Use of Influenza Vaccine during a Pandemic

Background and Description of Issue:

Influenza vaccination is the cornerstone for prevention and control of seasonal influenza and its complications.  Planning for administration of a pandemic vaccine is an important component of pandemic preparation.  An influenza pandemic would be a worldwide outbreak caused by a novel influenza virus to which humans have limited or no immunity.  Based on historical experience, the severity of illness caused by a pandemic could vary widely. Some pandemics have caused widespread, serious morbidity and mortality.  The best lifesaving protection against a pandemic influenza virus would be an effective vaccine.  However, a pandemic vaccine can only be made after the pandemic virus has been identified and cannot be stockpiled in advance of an outbreak.  The vaccine used for seasonal influenza would not be effective against a pandemic influenza virus.  Consequently, a vaccine would probably not be available during the early stages of a pandemic and would be in limited supply thereafter.  Once a pandemic influenza vaccine is available, two doses administered at visits separated by a month or more will probably be needed to stimulate effective immunity.  The distribution and delivery of this vaccine would be an important and demanding component of pandemic response efforts.

Current Vaccine Distribution and Administration:

All influenza vaccine for the United States market is produced in the private sector, and over 90% of seasonal influenza vaccine is distributed through private sector distributors for use by health care providers.  Influenza vaccine is produced by a complex process requiring several months.  Vaccine production and distribution have experienced problems during recent seasons.  Influenza vaccine is currently targeted at several high risk populations, but vaccination rates even in those targeted populations have been relatively poor (62% of elderly adults, 26% of high risk adults, 36% of health care workers, and 9% of non-priority group adults, 2004-5, U.S.)3

Vaccine Availability and Distribution during a Pandemic:

Production of pandemic vaccine will require 4-6 months from the time the pandemic strain is selected.  The number of doses that are available once production begins will depend on manufacturing capacity and characteristics of the vaccine.  Current information suggests that once production begins, 12,500-112,500 doses per month might be available for Utah based on 2006 production capacity.  Those estimates would increase to 50,000-450,000 doses per month with planned 2008 production capacity2.  All vaccine will be purchased and distributed by the federal government.
Approaches to vaccine delivery used for seasonal influenza or for other vaccine delivery situations may not be appropriate during a pandemic.  If vaccine administration takes place during a community outbreak, gathering large numbers of people in a single setting would be undesirable.  This might make mass vaccination clinics less desirable ways to provide vaccine to the public.  In addition, for priority groups that are defined based on occupation (e.g., health care workers), it may be most appropriate to administer vaccine at their place of work.  Another consideration would be how to reach people confined to their home or to an institution.  Plans will need to assure distribution of vaccine to Native American Tribes.

Systems to Track Vaccine Administration during a Pandemic:

The federal government will require UDOH to monitor and report on vaccine administration.  This would best be done through a state-based system that tracks doses administered, documents priority group coverage, and provides ongoing monitoring and investigation of any adverse events.  The Emergency Immunization Management System (EIMS), which is integrated with the Utah Statewide Immunization Information System (USIIS), was developed to deal with these issues during smallpox vaccine administration in 2002 and is compatible with CDC systems.

Prudent expansion of utilization of USIIS through both increased provider enrollment and improved transfer of data collected by other systems is critical so that Utah can utilize tools and resources that have been fully tested and are in current use by providers and stakeholders statewide.  Another statewide system, the Utah Notification and Information System (UNIS), could also be utilized in pandemic scenarios.  It is capable of immediately relaying information on vaccine related issues to the necessary personnel.  Properly developed and implemented, these systems could provide the state’s vaccine management structure for an influenza pandemic.  
Vaccine Prioritization:

At the beginning of a pandemic, scarcity of vaccine will require that the limited supply be administered according to priorities intended to achieve the greatest benefit.  National vaccine recommendations, including those for influenza vaccine, are developed by the Advisory Committee on Immunization Practice (ACIP), National Vaccine Advisory Committee (NVAC), and CDC.  The ACIP has issued interim recommendations for priority groups to receive limited vaccine during a pandemic4.  Those recommendations differ from priority groups for seasonal vaccine in giving higher priority to several groups of essential responders.  The U.S. Department of Health and Human Services is currently seeking input and may revise the current recommendations.

Utah will receive periodic shipments of vaccine based primarily on population size.  UDOH and vaccine providers will need to consider the possibility that a second dose may be needed to achieve effective immunity when allocating vaccine to individuals.  This may necessitate periodic review of pandemic priorities in relation to total available amounts of vaccine for distribution.  The public might not readily understand or accept these decisions.  It will be very important to discuss the issue openly and frankly, and to develop consensus for the pandemic priority groups that are to be used.  Effective public communications, operational plans, and training for public health staff, partners and volunteers will be needed to support providing vaccine according to priority groups.

Strategies to Improve Preparedness in Key Settings and Populations:

Several pre-pandemic measures, initiatives, and technologies with regard to influenza can provide protection for Utah’s population.  It is important that we establish an effective system to assure high coverage of health care workers with seasonal influenza vaccine.  This would establish a system to assure successful delivery of vaccine during a pandemic.   The Utah Adult Immunization Coalition (UAIC) and UDOH recently developed and distributed “best practice” immunization and infection control standards and policies for health care workers.  Adoption of these standards and policies in facilities would provide immediate benefits in prevention of infectious diseases and substantially improve readiness for a pandemic.  Another important measure is the ongoing vaccination and documentation of coverage in vulnerable populations (e.g., long term care and assisted living facilities).  Utah has become one of only 25 states with a rule requiring facilities to have standing orders for influenza and pneumococcal vaccine assessment/coverage, and is one of only two states with annual reporting and tracking of vaccine coverage levels for this high risk population.  Consideration is also being given to requiring health care facilities to report on influenza vaccination rates as a patient safety measure.

Serious morbidity and mortality from influenza is often due to secondary bacterial pneumonia.  Improved coverage with the pneumococcal vaccine among those for whom it is recommended may decrease the risk of that complication should a pandemic occur.

Mass clinic exercises are an important training component of pandemic vaccine preparation and need to be regularly practiced if they are to meet pandemic vaccination challenges. Mass clinic exercises that involve administration of actual vaccine (rather than mock clinics in which no vaccine is given) result in a more realistic test.  Such clinics can also provide immediate public health benefits by increasing coverage of underutilized vaccines or otherwise addressing specific community needs.  Unfortunately, no current funding is available for this type of exercise.

Goal:

Work with healthcare partners and other stakeholders to develop a statewide plan for pandemic influenza vaccine distribution, administration according to established priority groups, monitoring effectiveness, safety, and adherence to priority groups, and implement practices and policies now that establish a foundation of basic prevention and protection.

Objectives:

1.
Assure an effective plan is in place to manage and use vaccine during a pandemic that:

a)  Provides vaccine to priority populations including personnel essential to the functioning of society; and

b)  Provides needed information on accountability and effectiveness of vaccine distribution and use.

2.
Recommend pre-pandemic strategies that provide protection to Utah citizens against seasonal influenza and other infectious disease threats and can serve as a foundation for response during a pandemic.

3.
Approve interim recommendations for priority groups to receive vaccine and recommend a mechanism for revising recommendations based on the specific circumstances of a pandemic.

Planning Assumptions:

1. Under most scenarios, a vaccine would not be available during the early stages of a pandemic and would be in limited supply thereafter.  It would require two doses, separated over a period of time.

2. A pandemic influenza vaccine would be purchased and distributed by CDC primarily according to population size.

3. In a pandemic, priority recommendations would be established nationally by ACIP/NVAC/CDC.  The priorities for administration of available pandemic influenza vaccine would be different from those used for seasonal influenza vaccination.  In particular, health care providers and other essential community responders would receive a higher priority and probably would be the first group to receive vaccine before members of the general public.

4. Priorities for vaccine use established in advance might need to be altered due to specific circumstances of the vaccine, vaccine supply, or the health impact of the vaccine on different populations (e.g., whether the greatest morbidity and mortality occurred among infants and older adults as in seasonal influenza or among young adults as was true in 1918).

5. Statewide utilization of procedures and information systems to track vaccine inventory, administration, coverage of priority groups, adverse events, and effectiveness of distribution would be required by federal agencies and essential to an effective response.  Such procedures and systems need to be in place and tested prior to a pandemic to be effective.

6. In the absence of vaccine during the early phases of a pandemic, other health protection measures such as pneumococcal vaccination and infection control practices can provide some protection against complications of influenza.

7. Space for vaccine storage, transportation and supplies for administration of vaccine could be in short supply.

Concerns:

1.
Supplies to support vaccine administration during a pandemic will be inadequate unless stockpiles are procured in advance.  Funds to procure such stockpiles need to be identified.

2.
Funding to purchase vaccine for mass clinic exercises is not currently available.

3.
The public might not understand the need to administer limited vaccine according to priority groups or might not understand or support the specific priority groups that have been established.

4.
The public might not understand the importance of pandemic influenza vaccination or might not trust the safety and effectiveness of the vaccine and consequently not achieve vaccination rates needed to protect individuals and the community.

Potential Recommendations by Taskforce:

1.
UDOH should lead development of a statewide plan in collaboration with all entities that will be involved in vaccine management and use during a pandemic.  That plan should:

a)
Address operational details including security, accountability for vaccine use, collection of necessary information, responsibility for stockpiling needed supplies, and agreements with distribution and administration sites.

b)  Establish mechanisms to assure that vaccine administration adheres to priority groups.

c)  Plan to administer vaccine in ways and at sites that minimize influenza transmission if vaccine administration occurs during an influenza outbreak in the community.

d)  Clarify whether unlicensed volunteers and health care workers from other jurisdictions can administer influenza vaccine during a pandemic or similar emergency, and whether state or local law authorizes mandatory vaccination to protect the public health.

2.
UDOH should adopt the priority groups recommended by the Advisory Committee on Immunization Practices (ACIP) as interim priority groups in the Utah Pandemic Influenza Response Plan.

a)
The previously recommended advisory committee process should be used to guide vaccine priorities during a pandemic.

b)
A public health technical advisory committee should, in collaboration with stakeholders, establish specific definitions to implement use of those priority groups and prepare estimates of the numbers of people in each priority group in Utah.
3.
The pandemic influenza communications plan should include specific plans and pre-developed messages to inform the public about the importance of pandemic influenza vaccine and also about the need and rationale for vaccine priority groups prior to and during a pandemic.  These plans and messages should be evaluated for ability to reach all target populations, including difficult-to-reach populations such as ethnic minority groups or non-English speaking people.

4.
Hospitals, long term care providers, other health care providers, and other essential responders should develop systems and policies to assure provision of seasonal influenza vaccine.  In addition to immediate benefits, this will help assure that such systems and policies are in place and have been tested prior to a pandemic.

a)  This recommendation can be achieved by supporting guidelines developed by the Utah Adult Immunizations Coalition and the UDOH Immunization Program.  These guidelines address implementation of health care worker immunization policies in hospitals, long term care facilities, provider offices, and other health care facilities, as well as promotion of pneumoccocal vaccine to protect against that important complication of influenza.

5.
Utilization of USIIS/EIMS should be expanded through increased provider enrollment and mechanisms to transfer data from provider systems to assure a tested and implemented vaccine tracking system is available when a pandemic occurs.  Utilization of UNIS should be expanded by enrolling providers and utilizing it during routine communications and exercises.

6.
State or federal funding should be made available for vaccine to be used for mass clinic exercises.


a)  Currently, federal funding cannot be used for this purpose and state funding is not available.  This forces either use of local funding which is variable from jurisdiction to jurisdiction or use of mock clinics that don’t include use of actual vaccine.

References:
1.
HHS Pandemic Influenza Plan, U.S. Department of Health and Human Services, November 2005.  

2.
_________.  Pandemic Influenza Vaccination: A Guide for State, Local, Territorial, and Tribal Planners.  December 11, 2006.

3.
Nichol KL, Treanor JJ.  Vaccines for seasonal and pandemic influenza.  JID 2006;194(Suppl 2):S111-S118).

4.
USDHHS.  HHS Pandemic Influenza Plan.  Appendix D: NVAC/ACIP Recommendations for Prioritization of Pandemic Influenza Vaccine and NVAC Recommendations on Pandemic Antiviral Drug Use.  Accessed on December 19, 2006 at: http://www.hhs.gov/pandemicflu/plan/appendixd.html 

Vaccine Distribution/Priority/Preparedness Planning Workgroup and reviewers:

Linda Abel; Sherrie Ahlstrom; Jan Buttrey; Guy Dansie; Dr. George Delavan; Philip Gresham; Dr. DeVon Hale; Dr. Tamara Lewis; Richard Melton; Susan Mottice; Konnie Parke; Dr. Robert Rolfs ; Carlie Shurtliff ; Audrey Stevenson; and Sharon Talboys. 

Appendix:

Background on Seasonal Influenza Vaccine Distribution:

All annual influenza vaccine for use in the United States is produced in the private sector.   Over 90% of this vaccine is distributed in the United States through private-sector distributors for use by health care providers (e.g., physician providers, hospitals, managed care, long term care, pharmacies, home health, local health departments, and community health centers). At present, two vaccine types are recommended for protection against influenza in the United States: an inactivated virus vaccine injected into muscle; and a live virus vaccine administered as a nasal spray. The injectable vaccine currently represents the vast majority of influenza vaccine administered in this country. Influenza vaccine is unique because its active ingredients – the virus strains used to produce the vaccine – change almost every year.  It is produced by a complex manufacturing process that spans several months during which manufacturers must cultivate the appropriate strains, produce massive quantities of vaccine, and allow time for the inspection and approval of the Food and Drug Administration (FDA).  Because of this, manufacturers cannot produce the entire supply of influenza vaccine needed each year at one time.  Some vaccine is available in late summer, and production and distribution continue into December and January.  The distribution timeframe of vaccine to individual providers depends on a variety of factors: the vaccine manufacturer or third party distributor that the order was placed with; the date the order was received (companies/distributors tend to fill orders on a first-come, first-serve basis); contractual obligations (vaccine manufacturers may have contracts with penalties for non-delivery of vaccine); and the target group served.  These factors present an enormous challenge for manufacturers and create uncertainty for vaccine supply and timely distribution each year.  Government agencies, including the Centers for Disease Control and Prevention (CDC), have little control over the annual distribution of the private-sector influenza vaccine. 

The Utah Department of Health (DOH), Immunization Program, purchases influenza vaccine through a CDC negotiated contract with three vaccine manufacturers.  This vaccine is for specific use with the Vaccine for Children (VFC) program.  State and local health departments may also purchase vaccine through the private sector distribution markets with the Minnesota Multistate Contract (MMCAP) or their own contract orders with a manufacturer or distributor.  Native American tribes can purchase influenza vaccine through the Veterans Administration Prime Vendor contract and through the private sector distribution markets as well.

The recent history of influenza vaccine seasons has shown there is “no normal season”.  Since 2000, each influenza season has presented different serious challenges, nationally and in Utah, including a variety of vaccine supply issues (shortages, small yields of product, non-uniform distribution, changing manufacturers) and high early disease rates.  Lessons learned and insights gained from recent experiences with influenza vaccine seasons can be applied to influenza pandemic planning.  

In the recent past years of supply challenges, CDC has distributed available vaccine allocations for Utah (based on state population) to the DOH state vaccine depot.  The DOH depot is a secure depot with constant alarm monitoring and with emergency generator backup.  The DOH depot has had much experience in recent shortage years in vaccine management, storage and distribution.  Vaccine was then distributed to local health departments for local coverage of the priority groups/stakeholders.  The local health departments have tested their capacity for mass vaccination clinics.  They also had experience during the smallpox vaccination program with Investigational New Drug (IND) protocols and Emergency Use Authorization (EUA) procedures that would be needed with a new pandemic vaccine not yet approved by the Food and Drug Administration (FDA).  
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