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New Jersey Department of Health and Senior Services

Influenza Pandemic Plan
Executive Summary

This planning document has been designed to ensure that New Jersey is prepared
to implement an effective response before an influenza pandemic arrives. The response
methods in this plan will help minimize morbidity and mortality, and maintain the
operation of essential community services in the event of a pandemic outbreak.

Influenza viruses are unique in their ability to cause sudden, pervasive illness in
all age groups on a global scale. Global influenza epidemics are referred to as “influenza
pandemics”. Three such pandemics have occurred in this century alone, causing millions
of deaths. Experts consider that another influenza pandemic is inevitable. Over the past
several years, public health officials and the Centers for Disease Control and Prevention
(CDC) have supported and encouraged state and local influenza pandemic planning
initiatives, including an initiative in New Jersey.

New Jersey’s geographic and demographic characteristics make it particularly
vulnerable to importation and spread of infectious diseases, including influenza. The
New Jersey Department of Health and Senior Services (DHSS) has estimated that an
influenza pandemic could result in as much as 1,500,000 million outpatient visits, 35,000
hospitalizations, and 8,000 deaths.

The plan is organized according to the stages of a pandemic: Pre-pandemic, novel
virus alert, pandemic alert, pandemic, pandemic second wave, and pandemic over.
Within each stage, the plan addresses five activities: Surveillance, vaccine delivery,
antiviral agents, communications, and emergency response. The plan has been developed
to complement the State Emergency Operations Plan. Two concluding sections
specifically identify the duties of the DHSS and the actions that local health departments
need to take during the pre-pandemic period in order to be prepared.

New Jersey's recent experience with bioterrorism highlighted the necessity of
rapid and accurate dissemination of information to both the Department's professional
partners and the public. The Department's website will be emphasized as a coordinating
resource for timely communication of vital information to healthcare providers,
emergency responders and public health professionals, as well as for status updates of
benefit to the general public.

The plan was developed in close collaboration with partner organizations
throughout the state and was reviewed by numerous individuals and organizations in the
public and private sectors.



L Introduction
A. Background and overview

Influenza viruses are unique in their ability to cause sudden, pervasive illness in all age
groups on a global scale. Annual influenza epidemics cause approximately 20,000 deaths
per year in the United States. Global influenza epidemics, which involve strains of
Influenza A virus to which large proportions of the population are susceptible, are
referred to as “influenza pandemics”. Pandemics occur because of the ability of the
influenza virus to change into new types or strains as a result of antigenic “shift”. The
three characteristics of a pandemic are: the development of a novel strain of virus (a
strain to which a large proportion of the society is susceptible to because of lack of prior
exposure), transmissibility of the strain from person to person, and the virulence of the
viral infection (the capacity to cause severe morbidity and mortality). Three such
pandemics have occurred in this century, one of which-the infamous “Spanish flu” of
1918- was responsible for more than 20 million deaths worldwide, primarily young
adults. Most public health officials consider another influenza pandemic inevitable and
that there will be only one to nine months between the time that a novel influenza strain
is identified somewhere in the world and the time that outbreaks begin to occur in the
United States.

New Jersey’s geographic and demographic characteristics make it particularly vulnerable
to importation and spread of infectious diseases, including influenza. It is the most
densely populated state with a population of over 8.4 million people, including large
populations of immigrants. Nearly half of New Jersey’s population lives in the
urban/suburban areas of the northeastern third of the state near New York City. New
Jersey has more roadway per square mile of land than any other state. It is an important
transportation route in the Washington D.C.- Philadelphia - New York corridor with over
210 million vehicles traveling through this route per year. Air traffic includes Newark
International Airport, which provides transportation to over 31 million passengers per
year, nationally and internationally, and is the busiest airport in the tri-state area. New
Jersey is also a major ocean transport center with several major shipping yards. There are
over one half million commuters using the bridges, tunnels and train network systems
connecting New York and New Jersey every day. New Jersey is home to seven Federal
Department of Defense military installations and eight U.S. Coast Guard bases.

The New Jersey Department of Health and Senior Services (DHSS) has estimated that an
influenza pandemic with gross attack rates of 15 to 35 percent (i.e., the percentage of the
population that becomes clinically ill due to influenza) could result in 500,000 to
1,500,000 outpatient visits, 15,000 to 35,000 hospitalizations and from 3,500 to 8,000
deaths. Demands on health services under these conditions would overwhelm the state’s
health care delivery system.

An influenza pandemic plan is needed to ensure that New Jersey is prepared to
implement an effective response before the next pandemic arrives. New Jersey is
participating with a number of other states in an initiative to develop state influenza



pandemic plans, following guidance from the Centers for Disease Control and Prevention
(CDC), with funding from the Council of State and Territorial Epidemiologists.

The plan developed here by the DHSS is based on the following stages of an influenza
pandemic outbreak as defined by the CDC in its document, Pandemic Influenza: A
Planning guide for State and Local Officials (version 2.1), with a modification to be
consistent with the World Health Organization (see Appendix 1).

Pandemic Phase Definition

Pre-pandemic -No novel or new influenza virus has been detected
anywhere in the world

Novel Virus Alert -A novel virus detected in one or more humans

-Little or no immunity in the general population
-Potential, but not inevitable precursor to a pandemic

Pandemic Alert -Novel virus demonstrates sustained person-to-person
transmission and causes multiple cases in the same
geographic area

Pandemic -Novel virus causing unusually high rates of morbidity
and/or mortality in multiple, widespread geographic
areas

-Further spread with involvement of multiple continents;
formal declaration made

“Second wave” -Recrudescence of epidemic activity within several
months following the initial wave of infection
Pandemic over -Cessation of successive pandemic “waves”,

accompanied by the return (in the U.S.) of the more
typical wintertime “epidemic” cycle.

B. Purpose and organization

The purpose of this influenza pandemic plan is to provide a protocol for the New Jersey
Department of Health and Senior Services (DHSS) on detection and response to an
influenza pandemic and to provide guidance to local health departments in the
development of their influenza pandemic plans. The response methods outlined in this
plan will help to minimize morbidity and mortality and maintain the operation of
essential community services in the event of a pandemic outbreak.

The plan is organized into five sections. The first section lists the assumptions that
underlay the plan. The second describes the organization and responsibilities related to
the command and control functions of the influenza pandemic response. The third section
addresses the concepts of operation within each stage of the pandemic according to five
components: surveillance, vaccine management, antiviral medications, communications,
and emergency response .



The purpose of each component is as follows:

Surveillance: Describes procedures that will be used in New Jersey to detect and
characterize circulating strains of influenza virus and generate epidemiologic
information.

Vaccine management: Describes the system that will be used to order, store,
distribute, administer, and track influenza vaccine during a pandemic.

Antiviral medications: Describes current uses and limitations of antiviral
medications and their impacts during a pandemic.

Communications: Describes procedures to ensure accurate and timely
information to those who need to know.

Emergency response: Describes the systems and information that will be used to
ensure maintenance of essential medical and other community services in the
event of a pandemic.

The fourth section describes the responsibilities of the DHSS within each of the five
components, and the fifth section provides checklists for Local Health Departments
(LHDs) within each of the five components.

A list of acronyms is in Appendix 2.
C. Assumptions

The following assumptions guide the development of this plan:

¢ An influenza pandemic in New Jersey will present a massive test of any
emergency preparedness system. Advance planning could save lives and
prevent substantial economic loss;

e An effective response to an influenza pandemic will require the coordinated
and committed efforts of a wide variety of private, public, and non-profit
organizations;

e Although pandemic influenza strains have emerged mostly from areas of
Eastern Asia, variants with pandemic potential could emerge in New Jersey or

elsewhere in the United States;

e At best, there will be no more than nine months between the time of the first
novel virus alert and outbreak of the full pandemic;
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¢ A pandemic will pose significant threats to human infrastructure responsible
for critical community services in health and non-health sectors, due to
widespread absenteeism;

e Effective preventive and therapeutic measures (vaccines and antiviral drugs)
may be in short supply;

e There may be critical shortages of health care resources such as hospital beds,
mechanical ventilators, and morgue capacity;

e Dissemination of timely and accurate information about the pandemic is one
of the most important facets of pandemic preparedness and response;

e Assuming that prior vaccination may offer some protection, even against a
novel influenza variant, the annual influenza vaccination program,
supplemented by pneumococcal vaccination when indicated, is a cornerstone
of prevention;

e Surveillance of influenza disease and virus will provide information critical to
an effective response;

e The federal government cannot be relied on to assume all costs for purchase
of vaccines, antiviral drugs and related supplies.

Organization and responsibilities

Influenza pandemic planning and response require special emphasis on certain
functions, particularly those under the domains of health agencies at the federal,
state and local levels. In the event that the state Emergency Operations Center is
activated due to an influenza pandemic, these functions are essential components
of the state’s emergency response. Support and cooperation from the private
sector are critical for the management of a pandemic.

A. Federal

The Centers for Disease Control and Prevention (CDC) is the primary agency at
the federal level with influenza pandemic responsibilities, including:

e Monitoring and surveillance nationally and worldwide, in coordination with
the World Health Organization;

e Identification and announcements of the beginnings and terminations of the
various phases of a pandemic;

e Assessment and enhancement of vaccine and antiviral supply and
coordination of public sector procurement;



Development of guidelines for prioritization of vaccine delivery;

Liability protection for vaccine and antiviral manufacturers, and for persons
who administer vaccines and antiviral medications as part of an influenza
pandemic;

Development of a national clearinghouse for vaccine availability information;
Coordination of vaccine distribution at the national level;

Development of a vaccine adverse effects surveillance system at the national
level,

Development of recommendations, guidelines, and information templates that
can be adapted and used as needed at State and local levels;

Development of pandemic planning training modules and table top exercise
templates.

State

The Governor of New Jersey designates the Commissioner, Department of
Health and Senior Services as the leader and decision maker of the state’s
public health and health care-related response to pandemic influenza.

The Commissioner designates the State Epidemiologist as the leader in
preparing and maintaining the state’s influenza pandemic plan.

The Commissioner designates the Director, Office of Communications to
clear all communications about influenza with the press and via the
Department’s web site, in keeping with the existing routine chain of
command policy on communications.

In the event of a pandemic alert, the Commissioner convenes the Influenza
Pandemic Executive Response Team. The Executive Response Team is
responsible for developing/approving all major Departmental policy
decisions (including priority groups to receive vaccines in the event of
vaccine shortages), ensuring coordination among all affected units
throughout the Department, maintaining and updating lists of key partners,
and mobilization of additional resources (funds and staff) as needed. A
Departmental Organizational Chart is in Appendix 3.

e The Executive Response Team includes the Chief of
Staff, the State Epidemiologist, the two Senior Assistant
Commissioners and two Deputy Commissioners who oversee the four



major organizational units in the Department, the Director of the
Office of Communications, the Service and Medical Director of the
Communicable Disease Service, the Chief and Medical Consultant of
the Vaccine Preventable Diseases (VPD) Program, the Director of the
Office of Emergency Medical Services (EMS), the Acting Director of
the Division of Local Health and Emergency Response , and the
Assistant Commissioner of the Public Health and Environmental
Laboratories (PHEL).

¢ An Administrative Coordinator is appointed to ensure coordination of
activities and information, and to staff all Departmental organizational
responses throughout the phases of the pandemic.

In the event of a pandemic alert, the State Epidemiologist convenes and
chairs a Pandemic Operations Center, which is responsible for conducting
the major activities of the Department in surveillance (including
laboratory activities), vaccine distribution, and development of
scientifically sound informational materials for health professionals and
the public.

e The Pandemic Operations Center includes the Chief and the Medical
Director of the VPD Program; the Medical Director and Service
Director, Communicable Diseases; the influenza surveillance
coordinator; the Program Manager, Infectious and Zoonotic Diseases
(IZD) Program; the Director, Public Health Laboratory Services; the
Department’s Emergency Response Coordinator; the Medical
Consultant, Senior Services; a representative from EMS; a
representative from the Office of Communications; and a
representative from the Division of Local Health and Emergency
Response.

e Representatives from other Departmental units are called in as needed
(e.g., Hospital Licensing, Public Employee Occupational Safety and
Health, Long Term Care).

e The Pandemic Operations Center reports to the Executive Response
Team.

The Pandemic Operations Center is advised by an Influenza Pandemic
Health and Medical Advisory Team of external stakeholders that is
appointed and convened by the Commissioner. The Team is chaired by
the State Epidemiologist and includes representatives from key health-
related organizations including the hospital associations, the Association
of Practitioners of Infection Control, the Medical Society of New Jersey,
New Jersey Chapter of the Infectious Disease Society, the Association of
Health Plans, the Association of Pharmacists, the State Medical Examiner,



C.

the state nurses association, the two associations of long term care
providers, the three organizations representing local health
departments/officers, a representative from the NJ Local Boards of Health
Association, representatives from the pharmaceutical industry, and others
as appropriate.

In the event of an imminent pandemic, the Governor, on advice from the
Commissioner and the Deputy State Director, Office of Emergency
Management, activates the New Jersey Emergency Operations Plan (EOP)
under the auspices of the State Emergency Operations Center (EOC). The
Deputy State Director determines State Emergency Operating Center
activation, the notifications to be implemented and the level of EOC
staffing. The Deputy State Director (or alternate) notifies the Governor's
representative and the Attorney General's on-call Deputy of the emergency
event. The State Office of Emergency Management notifies the
appropriate Emergency Coordinators (or alternate) of the supporting
agencies by telephone call. The Emergency Coordinators then notify the
appropriate personnel within their agencies. The DHSS reports to the
EOC through its chain of command: Pandemic Operations Center to
Pandemic Executive Response Team to Commissioner or his/her designee,
under advisement from the Health and Medical Advisory Team. The
Commissioner or his/her designee serves as a single point of contact for
the DHSS.

Local

The 115 LHDs are responsible for developing pandemic influenza planning documents to
complement the state planning document. Guidance for developing the plans is included
throughout this document. In summary each LHD is responsible for the following within
its jurisdiction:

Defining command and control;

Ensuring that the local Emergency Management Plan includes influenza
pandemic related materials;

Assessing health and related resources and deficiencies (e.g., numbers of
hospital beds, potential non-hospital alternate medical care facilities,

physicians, nurses);

Identifying appropriate public facilities to serve as mass vaccination sites/
alternative treatment centers;

Maintaining and updating lists of key partners;
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e Developing a comprehensive communications plan, including utilization of
the LINCS system and the Health Alert Network;

e Supporting the state surveillance initiative at the local level;
e Assisting in the transport of clinical specimens to the state laboratory;

e Promoting inter-pandemic routine influenza and pneumococcal vaccinations
to designated high-risk groups;

e Coordination of care for individuals confined to their homes.
D. Private Sector

Influenza prophylaxis and treatment during a pandemic will predominantly be the
responsibility of those individuals and organizations in the private sector. Voluntary
compliance with guidelines and directives from governmental agencies is needed,
particularly in the following areas:

e Distributing and administering vaccines and antiviral agents according to
policies and priorities set by the state;

e Cooperating with local public health officials in developing and updating local
and county emergency response plans;

e Committing to ongoing review and updating of institutional emergency plans
(hospitals, and long term care facilities) to ensure that they adequately address
an influenza pandemic event.

III.  Concept of operation

A. Pre- pandemic stage (No novel or new influenza virus has been detected
anywhere in the world)

1. Surveillance

Influenza surveillance is designed to determine when influenza viruses are
circulating, identify circulating strains, detect changes in the viruses, monitor
influenza-related illness, and measure the impact of influenza on deaths. Both
disease surveillance and virologic surveillance are critical for pandemic

preparedness.
a. Current system:
1) Federal: The Influenza Branch, CDC, conducts surveillance for

influenza in the United States each year from October through
mid-May
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The four components of the national influenza surveillance system are:

World Health Organization Collaborating Laboratory System. Approximately
75 World Health Organization collaborating virology laboratories and
approximately 50 laboratories from the National Respiratory and Enteric Virus
Surveillance System located throughout the United States report the total
number of respiratory specimens tested and the number positive for influenza
by type and subtype each week. A subset of the influenza viruses isolated is
sent to CDC for antigenic characterization.

122 Cities Mortality Reporting System. Each week, the vital statistics offices
of 122 cities report the total number of death certificates filed and the number
of those for which pneumonia was identified as the underlying cause of death
or for which influenza was mentioned in any position. New Jersey cities
participating in this system are: Camden, Elizabeth, Jersey City, Newark,
Paterson, and Trenton.

State and Territorial Epidemiologists Reports. State health departments report

the estimated level of influenza activity in their state each week. When activity
occurs, it is reported as sporadic, regional, or widespread which are defined as

follows:

Sporadic - Influenza cases, either laboratory-confirmed or influenza-like
illness (ILI), are reported, but reports of outbreaks in places such as
schools, nursing homes, and other institutional settings have not been
received.

Regional - Outbreaks of either laboratory-confirmed influenza or ILI are
occurring in geographic areas containing less than 50 percent of the state's
population. A geographic area could be a city, county, or district.

Widespread - Outbreaks of either laboratory-confirmed influenza or ILI
are occurring in geographic areas representing more than 50 percent of the
state's population.

U.S. Influenza Sentinel Physicians Surveillance Network. Approximately 260
physicians around the country report each week the total number of patients seen
and the number of those patients with ILI by age group. Approximately 70
New Jersey physicians currently participate in this system.
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2) New Jersey

Disease-based Reporting (Passive surveillance)

Until the winter of 2000/2001, the DHSS had relied only on a passive, voluntary
reporting system for surveillance of influenza, as follows: In late summer of
every year, the DHSS, in cooperation with the Department of Education, mails
information to all schools in New Jersey requesting them to report absenteeism
due to ILI in the coming year. This information is to be reported directly to the
Infectious and Zoonotic Diseases (IZD) Program at the DHSS. A report is to be
submitted whenever the absenteeism rate is equal to or greater than 15 percent of
the school’s student body. This information is used to estimate ILI in the state
using the system described above under State and Territorial Epidemiologists
Reports. This information is reported weekly to the CDC.

Similarly, in late summer of every year, the IZD Program, DHSS, in cooperation
with the DHSS’ Division of Health Care Planning and Regulation, mails
information to all Nursing Homes requesting them to report all outbreaks of ILI to
the IZD Program. As with the school based system, this information is used to
estimate ILI in the state using the system described above under State and
Territorial Epidemiologists Reports.

The DHSS has enhanced this passive system with an active system for selected
schools, nursing homes, and hospital emergency departments in the winter of
2000/2001. Selected Local Health Departments (“LINCS” sites) are coordinating
this effort. The IZD Program, in collaboration with all LINCS sites has
implemented a protocol for weekly reporting from a sample of schools and
nursing homes, and all hospital emergency departments. In this active system, the
schools, nursing homes, and hospital emergency departments are being asked to
report weekly rates of absenteeism (schools) or ILI. Weekly rates are made
available on the DHSS’ web site. Selected Emergency Departments are
continuing to report year round.

Laboratory-based Reporting

There are three laboratories in New Jersey that do viral isolations, the Public
Health and Environmental Laboratories (PHEL) at the DHSS, Hackensack
University Medical Center, and UMDNJ-Robert Wood Johnson University
Hospital. Each of these laboratories reports its findings voluntarily to the IZD
Program. The IZD Program reminds them to report at the beginning of each flu
season. Although these laboratories are geographically well distributed, the
territory covered by this surveillance is quite limited. Neither Hackensack nor
UMDNI performs any community-based surveillance. Cultures performed are
those ordered by physicians on in-patients. The PHEL performs all cultures sent
to it; however those are few in number, primarily those ordered and/or collected
by the IZD Program in response to reported outbreaks of ILI. Only Hackensack
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University Medical Center and the PHEL currently have the ability to do strain
typing which is essential to determine if a novel virus is circulating. Commercial
laboratories, such as Quest and LabCorp, do very little influenza testing and that
which is done, is primarily the rapid test and not viral culture.

b.

1)

2)

3)

4)

Plan of operations

Current surveillance activities as described above will continue. The IZD
Program at the DHSS will coordinate statewide surveillance activities.

Several improvements are being developed in the protocol for routine
influenza surveillance as a result of funding from the CDC in April 2001.
The CDC is providing funds for the DHSS to become involved with and to
enhance its program of sentinel reporting physicians. In the past, several
physicians reported numbers of patients with ILI directly to CDC. Under
this grant, the DHSS has recruited approximately 70 physicians to report
and will provide on-going oversight and support so that there is
consistency and completeness of reporting. Additionally, these physicians
will be requested to collect specimens from some of their patients for
laboratory analysis, and funding is provided for laboratory analysis of
these specimens. A full time influenza coordinator will be hired to
coordinate influenza activities.

A plan for improving the usefulness of laboratory based surveillance is
being developed. The laboratory-based system has no community base for
surveillance. There is no organization in place to collect community
specimens from individuals with ILI and get them to the nearest laboratory
for testing. In the past, specimen containers had been distributed to LHDs,
but these received little use, primarily because there was no system to get
them back to the laboratory in a timely manner, and the practice was
discontinued. Viral isolation is performed at Hackensack only when
requested by the patient’s physician. Robert Wood Johnson University
Hospital operates in a similar fashion. The PHEL receives specimens only
when the IZD Program is notified of an influenza-like outbreak, and
makes arrangements for specimens to be sent to the laboratory. Resources
need to be identified to obtain more appropriate surveillance cultures and
quickly transport them to a laboratory. Resources also need to be
identified to ensure that laboratories have the funding, reagents, staffing
and training necessary to perform the testing.

An electronic disease reporting system is under development that, when
completed, will allow for rapid reporting of ILI to the DHSS and to local
health departments, should more extensive reporting become necessary.
This system will allow for web-based reporting by laboratories, health
care providers, and health-related institutions. It will have multiple levels
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of security and messaging systems to alert appropriate health officials in
case of emergency.

2. Vaccine delivery
a. Current system

National

The World Health Organization (WHO) collaborating influenza centers detect
and monitor new variants of influenza virus throughout the year for potential
inclusion in the next year’s vaccine; vaccine strains are ultimately chosen by
early Spring; the three licensed U.S. vaccine manufacturers produce
approximately 75-95 million doses over the summer months so that the
vaccine can be available in the fall. The vaccine is administered, primarily to
“high risk” patients (as currently defined by the Advisory Committee on
Immunization Practices [ACIP]), mostly from October through January.

New Jersey

Overview:

The current influenza vaccine delivery system in New Jersey is primarily,
although not entirely, a private sector-based purchase, delivery and
administration system.

The relatively small amount of vaccine that is purchased by the public
sector, is purchased by LHDs and administered in their clinics, mainly in
special clinics organized specifically to give vaccine in their communities
in the fall and early winter of each year. The involvement of the DHSS is
limited to administration of influenza vaccine for at-risk children under its
Vaccines For Children (VFC) Program, and for ensuring that the state
negotiates a contract with the vaccine manufacturers so that all LHDs can
purchase vaccine at a reduced cost.

Vaccine purchase, storage and delivery:

In New Jersey, as in other states, influenza vaccine is purchased both by
publicly funded agencies and the private sector. The vaccine supply is
ordered directly from vaccine manufacturers to the end customer or from a
wholesaler.

In the public sector, LHDs purchase vaccine directly from the
manufacturers or through the state-negotiated contract with the
manufacturers, using local funds. The advantages to LHDs for using the
state contract are lower cost and simplicity in ordering (i.e., the LHD does
not have to go through a bidding process each year.) The state contract
stipulates that the LHDs must place their orders by May 15 of each year.
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Orders received after that date may not be filled, depending on supply and
demand. Virtually all 115 LHDs purchase influenza vaccine through this
mechanism each year. Under the state contract, influenza vaccine costs
approximately $5.70 per dose, and pneumoccocal vaccine costs $9.60 per
dose.

The DHSS provides influenza vaccine only to high-risk children through
age 18 who are enrolled in the VFC Program. Influenza vaccine, like all
other vaccines in this program, are purchased by the Federal government
and distributed by the DHSS using contracted vendors for ordering,
storage, and distribution. Vaccine ordering, storage, and distribution
functions at the DHSS warehouse facility ceased with the advent of the
New Jersey VFC Program in January 1999 and the designation of two out-
of-state contractors to fill the vaccine ordering/accountability and vaccine
storage/distribution functions, from Pittsburgh, Pennsylvania and Long
Island, New York, respectively.

Federal funds to the DHSS for immunization are used to pay for all
aspects of the VFC Program other than vaccine.

Most doses of vaccine are delivered by the private sector. Vaccine
purchases are handled entirely by the providers/agencies directly with the
manufacturer or through a wholesale agent, with no involvement from the
DHSS.

Currently, most individuals who receive the vaccine are age 65 or older
and therefore are covered by Medicare. In 2002, Medicare is paying
New Jersey providers an average administration fee of $4.48 and a
vaccine fee of $8.02 for influenza vaccine. Medicare recipients who are
enrolled in a managed care plan are covered by Medicare’s contract with
those plans. Medicare will reimburse LHDs for those individuals who are
enrolled in fee for service plans, but generally not those who are enrolled
in a managed care plan, because those individuals should be obtaining the
vaccine from their primary care providers. Likewise, Medicare
reimburses for pneumococcal vaccine.

Vaccine storage and delivery in the private sector and in LHDs is handled
without involvement of federal, state, or local agencies, except for VFC.

Number of doses administered:

The total number of influenza doses annually purchased and administered
to persons of all ages each influenza season in New Jersey is unknown due
to lack of data from the private sector. This information is considered
proprietary by the vaccine manufacturers, and private physicians do not
have to report doses administered.
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Data on publicly administered doses and some estimates of privately
administered doses are available. In New Jersey, approximately 175,000
doses of influenza vaccine are administered annually by the 115 local
health departments. LHDs administer approximately 21 percent of the
influenza vaccines that are administered to Medicare recipients. The VFC
Program provides approximately 10,000 - 15,000 doses of influenza
vaccine to high-risk children annually.

Medicare Claims data from New Jersey indicate that of the Medicare
beneficiaries age 65 or older in 2000, only 33.6 percent Medicare patients
received influenza vaccine doses in 2000. Self-reported data on influenza
vaccination from the “Behavioral Risk Factor Surveillance System”
(BRFSS) annual telephone survey in 2000 found that 65.7 percent, of
persons 65 years of age or older received influenza vaccine and a
pneumococcal coverage rate of 56.8 percent . The difference between the
data from these two sources may be due to improved coverage over the
three years, because Medicare claims data do not include data on capitated
patients, or because some patients may receive vaccine outside of their
usual medical providers.

Pneumococcal vaccine is an important part of preventing and reducing
morbidity from influenza. In New Jersey, approximately 14,000 doses of
pneumococcal vaccine is administered annually by LHDs. In the past four
years LHDs have begun to offer pneumococcal vaccine at their annual
influenza mass clinics.

Promotion of influenza and pneumococcal vaccine:

Individuals at highest risk of morbidity/mortality from influenza are the
frail/sick elderly, and those in long term care facilities and in hospitals.
Regulations have gone into effect recently that require hospitals and long
term care facilities to offer influenza and pneumococcal vaccine to all at-
risk patients. These institutions purchase vaccine independently and have
been encouraged and trained to bill Medicare for reimbursement to cover
the cost of vaccine and its administration. The effectiveness of these
programs is currently under evaluation.

The DHSS conducts a variety of media activities each fall to promote
influenza and pneumococcal vaccination in “high risk” groups.

Plan of operation
The goals for vaccine delivery in the pre-pandemic period include: (1)
enhancing influenza and pneumococcal vaccine coverage in high risk

groups, and (2) establishing procedures that can quickly be activated
during a pandemic that will address: priority groups for vaccine in the face
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of vaccine shortages, vaccine storage, vaccine distribution locally, and
protocols that address legal issues. This plan recognizes that there are
several issues regarding vaccine delivery that must be addressed by the
federal government. The completeness and effectiveness of state and local
plans will be somewhat dependent on the resolution of issues at the federal
level. Appendix 4 lists these federal issues.

1)

Enhancement of vaccine coverage : During the pre-pandemic
period, the DHSS, LHDs, and their partners will encourage the
annual influenza vaccination of all persons who are deemed high
risk including those 50 years of age or older and other persons of
any age with chronic conditions placing them at high risk. In
addition, adults 65 years of age or older and those with certain
chronic conditions will be encouraged to get at least one dose of
pneumococcal vaccine to prevent the severe complications
following influenza. Pneumococcal vaccination provides
protection from pneumonia, to which individuals with influenza
are particularly susceptible.

The DHSS will monitor and enforce regulations requiring hospitals
and long term care facilities to screen and offer influenza and
pneumococcal vaccines to at risk patients.

Private physicians and their professional organizations will be
reminded annually through direct mailings from the DHSS,
through meetings and workshops, the Medicare Program
communications, Peer Review Organization of New Jersey
communications, and other means about the need to vaccinate at
risk older adults with influenza and pneumococcal vaccines.

2) Establishment of procedures for vaccine delivery during a pandemic:

Vaccine Recipient Priority List: Priority groups to receive publicly
purchased/provided vaccine must be established, assuming that
vaccine shortages are very likely and delivery systems will not be able
to vaccinate the entire population. The DHSS will review
recommendations on immunization prioritization issued by the CDC.
Health care and essential service workers are likely to be foremost on
the priority list. The Pandemic Influenza Advisory Team will make
recommendations to the Commissioner at the time of a pandemic alert,
when epidemiologic data about the pandemic virus and vaccine
supplies become available. The Governor has final authority to certify
a priority list.
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Vaccine storage: The federal government has not yet determined the
structure of a pandemic vaccine distribution system. One possibility is
that the federal government will purchase and distribute most, if not
all, and expect state governments to handle storage and distribution.
Another possibility is that, the federal government may allocate
vaccine, but expect states to pay for most, if not all of their vaccine.

The DHSS has available four large stand-alone refrigerators with a
total capacity of 200 cubic feet of storage space for biologic products,
which will accommodate approximately 500,000 doses of vaccine.
The DHSS will assess excess capacity, including this space and
storage facilities of its VFC contractor. LHDs should evaluate
capacity locally for secure storage. In the event that existing
contractual language and consequent operations cannot be modified in
the event of an emergency, the DHSS may have to:

-redirect existing staff or hire additional warehouse and other staff,

-seek an additional secure state storage facility,

-secure a rented refrigerator tractor-trailer truck at a cost of

approximately $1,000/month,

-develop or re-institute the old manual ordering system,

-seek a contracted private courier service to deliver ordered

vaccines.

Vaccine administration

The private sector will have a vital role in vaccinating the public. The
DHSS has conducted outreach to hospitals, managed care
organizations, and health care professional associations to elicit a
written commitment for cooperation, including adherence to state and
federal guidelines for priority groups to receive vaccine during a
pandemic and coordination with local public health officials in
developing local emergency response plans.

LHDs will be responsible for administration or re-distribution of
publicly purchased vaccine following policies and procedures
established by the DHSS. They will ensure that mechanisms are in
place to purchase safety engineered syringes, alcohol wipes, and
sharps containers in advance using local funds, unless federal funds
become available. Administration of vaccine to the general population
will most likely take place at large vaccination “clinics”. LHDs must
evaluate existing emergency response plans and supplement them as
needed to ensure that lists of appropriate sites, properly licensed
professionals who can be called on to staff the clinics, and partner
organizations (e.g., voluntary organizations, health care facilities) are
up-to date. (see Section V.)
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The vaccine delivery process may become significantly more simple
should federal Food and Drug Administration (FDA) approve the
nasal spray devices for dispensing vaccine that are under
development. This technological innovation will require different
policies and procedures than those currently used for needles and
syringes.

e The DHSS, VPD Program, has updated its "Mass Immunization
Guide" and will be printing and distributing it as appropriate. This
manual is a standard reference for:

Vaccine ordering forms

Accountability forms

VAERS protocols

Vaccine handling/storage/administration techniques
Vaccine security

Clinic session summary log

Vaccine Information Statements (VISs)

Record retention schedule

Fact sheets on influenza and pneumococcal disease
List of priority groups in the event of vaccine shortages.
Prototype standing orders

Medicare roster billing log

3) Legal authorities:

NIJDHSS and NJ Department of Law and Public Safety have jointly
reviewed the existing legal authority for entering upon those steps
anticipated to be necessary to contain and control a pandemic
situation. It is further recognized that any such response must be a
balance of both respect for individual rights and the need to ensure
the public’s protection from a communicable illness associated with
substantial morbidity and mortality. Two pre-eminent legal structures
have been identified as fundamental to enabling a rapid and effective
response to any such threat to the public’s heath.

1. Powers presently possessed by the NJDHSS and local boards of
health by statute

2. The NJ Domestic Security Preparedness Act
Specifically, DHSS and local boards of health shall have the power to:
a) define a communicable disease,
b) declare an epidemic,

c) require the reporting of communicable diseases,
d) isolate and quarantine infected persons,
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e) remove infected persons to a suitable place,
f) disinfect premises, and
g) remove and destroy property.

Additionally, if current statutory provisions are insufficient in a particular
emergency situation, the State has the authority to act on behalf of the public
good.

The Commissioner of the DHSS currently possesses the regulatory authority
to mandate vaccines and doses above those currently required for children or
pupils enrolled in licensed child care centers, schools, and colleges (N.J.A.C.
8:57-4). The Immunization Insurance Law for children also contains an
emergency clause, which permits the Commissioner to mandate that large
group health insurers cover an ACIP recommended vaccine for children. The
Hospital Employee Immunization Regulations do not currently contain an
emergency clause to mandate that hospital employees and staff be vaccinated
with other vaccines beyond the required measles and rubella. However, the
declaration of a state of public emergency and subsequent actions and
operations as outlined by the State Emergency Operations Plan and its
protocols may offer broad based powers to the Governor and Commissioner
of the DHSS to appropriate money, expedite contracts, hire temporary
personnel, issue additional mandates, or to otherwise act to protect the
public’s health.

Thus, it is believed that NJ statutes combined with implementing regulations
and case law provide the necessary procedural safeguards which achieve a
balance between public and private interests.

With specific reference to some of the most important and sensitive activities
necessary for an effective response to a novel influenza virus outbreak or
pandemic:

- It is believed that there is sufficient legal authority for the implementation
of vaccination, isolation and quarantine programs. This includes the legal
authority to establish “suitable places” for isolation and quarantine and the
mandating of immunization, quarantine, or isolation.

- The potential emergency need for additional personnel to administer
vaccinations and what qualifications would be necessary. Presently,
physicians, nurses and nurse practitioners are so authorized in accordance
with their respective state professional boards. Additionally, physician’s
assistants may do so as well under protocols established with a
supervisory physician. Medical assistants and personal care assistants
may administer vaccinations under the supervision of a registered nurse.
Certain military personnel may have training as well to administer
vaccinations.
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Additionally, during the prepandemic period, the DHSS will continue to
work to determine the existence of regulatory authority or other means to
answer whether the following legal or legislative questions related to
actions, which may be necessary before and during a pandemic:

Upon a state-of-emergency declaration: What is the extent of powers
available to the Governor and Health Commissioner to control a
pandemic?

Can health insurers be required to cover influenza immunizations to all
age groups?

Does a mechanism exist to secure emergency appropriations from
legislature?

Can hospital employees/staff be mandated to receive influenza vaccination
under existing or modified rules?

Can volunteers and other staff administering vaccine or supporting the
effort be indemnified by the State?

Can the Commissioner relax rules pertaining to use of safety syringes and
site licensure /syringe medical waste disposal?

Can the Board of Medical Examiners or the Board of Nursing relax
standards/rules pertaining to who can administer influenza vaccine?

Can the Legislature/ Department establish a contingency vaccine
emergency fund?

Can the New Jersey National Guard be directly involved in the
transportation of vaccine and administering vaccine?

Antiviral Agents

a.

Current system

The antiviral agents amantadine and rimantadine interfere with the
replication of type A influenza virus and are 70 to 90 percent effective in
preventing illness caused by a wide variety of naturally occurring strains
in both children and adults. To be maximally effective as prophylaxis, the
drug must be taken each day for the duration of influenza activity in the
community. Amantadine and rimantadine can also reduce the severity and
duration of signs and symptoms of influenza A illness when administered
to healthy adults within 48 hours of illness onset. Their effectiveness
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among persons at high risk or children has not been established. They
may cause central nervous system and gastrointestinal side effects in some
persons.

There is a second generation of antiviral influenza drugs; zanamivir and
oseltamivir phosphate (OP). Zanamivir, which is inhaled, has been
approved by the FDA for persons aged 13 and older for treatment and
prevention of both type A and B influenza. It has not been approved by the
FDA for prophylaxis, although studies indicate that it works in that
setting. The FDA has issued a warning that zanamivir should not be given
to patients with asthma and chronic obstructive lung disease because it
might induce an asthma attack that could be fatal. OP is an oral agent that
has the same applications as zanamivir and is now approved for treatment
for persons above one year of age. It is also approved for prophylaxis for
adults and adolescents 13 years and older.

Currently, the manufacture, purchase, distribution, and prescribing of
these drugs is entirely in the private sector. Pharmaceutical companies
manufacture antiviral drugs based on projected influenza activity for the
coming influenza season. They deliver their products to wholesale
distributors, who deliver the drugs to pharmacies and hospitals.
(Wholesalers handle 78 percent of all drugs; chain drug stores handle 60
percent of their drugs through their own chain drug distribution centers).
Local pharmacies usually only maintain a seven day supply of any drug.

Plan of operations

1) The current system is adequate to meet the needs of the normal
influenza season.

2) Because of their purported efficacy, these drugs could be expected to
play an important role in the prevention and treatment of pandemic
influenza. However, their supply is expected to be extremely limited
and there are some significant concerns about adverse reactions and
related liability that may limit their usefulness during a pandemic.
Their effectiveness against a novel influenza virus also is unknown.
Widespread use of antiviral agents could lead to emergence of drug
resistant viral strains.

For these reasons, the DHSS and other public agencies do not expect
to play a major role in the distribution and allocation of antiviral
agents as part of the response to an influenza pandemic. During the
pre-pandemic phase the responsibility of the DHSS will be limited to
ensuring that the DHSS is current with clinical information on these
drugs, so that, in partnership with medical organizations and
pharmaceutical manufacturers, the DHSS can quickly notify the
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medical community and the public of appropriate prescribing
information in the event of sudden increased demand. The DHSS will
obtain or develop fact sheets on these drugs, similar to fact sheets
currently in use for vaccines.

4. Communications

a. Current system for communicating public health issues

1)

2)

Federal: The CDC has primary responsibility for communicating
public health issues to other federal agencies, state agencies and
the public. Its partner, the Council of State and Territorial
Epidemiologists, also participates, in particular, in disseminating
information to all State Epidemiologists. Currently, routine
communications are provided through press releases, publication in
MMWR, and on the CDC web site. Emergency issues involving
states make heavy use of conference calls, fax, and e-mail. CDC
has developed a “secure” web site, with limited access regarding
West Nile virus, and it has established a secure e-mail/notification
system for public health officials, called “Epi-X".

New Jersey:

Like CDC, the DHSS relies on the press and its web site for
routine dissemination of public information. The Office of
Communications, within the Office of the Commissioner, has lead
responsibility for developing and approving material for the press
and the public. The Office sponsors a variety of programs every
fall to promote influenza and pneumococcal vaccines, including
press releases, “events” with presentations by the Commissioner,
and others.

New Jersey's recent experience with bioterrorism highlighted the
necessity of rapid and accurate dissemination of information to
both the Department's professional partners and the public. The
Department's website will be emphasized 