Appendix J - Excerpts from the HHS Pandemic Influenza
Plan, Appendix D

NVAC/ACIP Recommendations for Prioritization of Pandemic Influenza Vaccine
and NVAC Recommendations on Pandemic Antiviral Drug Use
(The priority group recommendations are currently under revision)

Source: US Department of Health and Human Services. 2005. HHS Pandemic Influenza Plan Appendix D:
NVAC/ACIP Recommendations for Prioritization of Pandemic Influenza Vaccine and NVAC
Recommendations on Pandemic Antiviral Drug Use. Washington, DC Department of Health and Human
Services at http://www.hhs.gov/pandemicflu/plan/appendixd.html

Two Federal advisory committees, the Advisory Committee on Immunization Practices
(ACIP) and the National Vaccine Advisory Committee (NVAC), provided
recommendations to the Department of Health and Human Services on the use of
vaccines and antiviral drugs in an influenza pandemic. Advisory Committee
recommendations presented in that report are intended to provide guidance for planning
purposes and to form the basis for further discussion of how to equitably allocate medical
countermeasures that will be in short supply early in an influenza pandemic.

Based on this guidance, State, local and tribal implementation plans should be developed
to 1) include more specific definitions of the priority groups (e.g., which functions are
indeed critical to maintaining continuity) and their size; 2) define how persons in these
groups will be identified; and 3) establish strategies for effectively and equitably
delivering vaccines and antiviral drugs to these populations.

The committees acknowledged that further work is needed, in particular, to identify the
functions that must be preserved to maintain effective services and critical infrastructures
and to identify the groups that should be protected to achieve this goal. The committees
also acknowledge that the specific composition of some priority groups may differ
between states or localities based on their needs and that priority groups should be
reconsidered when a pandemic occurs and information is obtained on its epidemiology
and impacts.

On July 19, 2005, ACIP and NVAC voted unanimously in favor of the vaccine priority
recommendations. These votes followed deliberations of a joint Working Group of the
two committees, which included as consultants representatives of public and private
sector stakeholder organizations and academic experts. There was limited staff level
participation from DoD, DHS, and VA. Several ethicists also served as consultants to the
Working Group.
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Vaccine Priority Group Recommendations*

Tier|Subtier| Population Rationale

1 |A Vaccine and antiviral Need to assure maximum production
manufacturers and others essential |of vaccine and antiviral drugs
to manufacturing and critical Healthcare workers are required for
support (~40,000) quality medical care (studies show

Medical workers and public health |outcome is associated with staff-to[’]
workers who are involved in direct |patient ratios). There is little surge
patient contact, other support capacity among healthcare sector
services essential for direct patient |personnel to meet increased demand
care, and vaccinators (8-9 million)

*The committee focused its deliberations on the U.S. civilian population. ACIP and NVAC recognize that Department of Defense
needs should be highly prioritized. DoD Health Affairs indicates that 1.5 million service members would require immunization to
continue current combat operations and preserve critical components of the military medical system. Should the military be called
upon to support civil authorities domestically, immunization of a greater proportion of the total force will become necessary. These
factors should be considered in the designation of a proportion of the initial vaccine supply for the military.

Other groups also were not explicitly considered in these deliberations on prioritization. These include American citizens living
overseas, non-citizens in the U.S., and other groups providing national security services such as the border patrol and customs
service.

Definitions and rationales for priority groups: Healthcare workers and essential
healthcare support staff

a) Definition

Healthcare workers (HCW) with direct patient contact (including acute-care hospitals,
nursing homes, skilled nursing facilities, urgent care centers, physician’s offices, clinics,
home care, blood collection centers, and EMS) and a proportion of persons working in
essential healthcare support services needed to maintain healthcare services (e.g. dietary,
housekeeping, admissions, blood collection center staff, etc.). Also included are
healthcare workers in public health with direct patient contact, including those who may
administer vaccine or distribute influenza antiviral medications, and essential public
health support staff for these workers.

b) Rationale

The pandemic is expected to have substantial impact on the healthcare system with large
increases in demand for healthcare services placed on top of existing demand. HCW will
be treating influenza-infected patients and will be at risk of repeated exposures. Further,
surge capacity in this sector is low. To encourage continued work in a high-exposure
setting and to help lessen the risk of healthcare workers transmitting influenza to other
patients and HCW family members, this group was highly prioritized. In addition,
increases in bed/nurse ratios have been associated with increases in overall patient
mortality. Thus, substantial absenteeism may affect overall patient care and outcomes.
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NVAC Recommendation

On July 19, 2005, NVAC voted unanimously in favor of the antiviral drug use priority
recommendations. These votes followed deliberations of a Working Group, which
included as consultants representatives of public and private sector stakeholder
organizations and academic experts. There was limited staff level participation from
DoD, DHS, and VA. Several ethicists also served as consultants to the Working Group.

The recommendations were made considering pandemic response goals, assumptions on
the impacts of a pandemic, and after thorough review of past pandemics, annual influenza
disease, data on antiviral drug impacts, and recommendations for pandemic vaccine use.

Recommendations were made to guide planning needed for effective implementation at
State and local levels. The committee recognizes that recommendations will need to be
reconsidered at the time of a pandemic when information on the available drug supply,
epidemiology of disease, and impacts on society are known.
The committee considered the primary goal of a pandemic response to decrease health
impacts including severe morbidity and death. Minimizing societal and economic impacts
were considered secondary and tertiary goals.

Antiviral Drug Priority Group Recommendations*

# Courses
Estimated (millions)
Group population |Strategy**| gy Rationale
(millions) target | Cumulative
group
1 |Patients admitted to |10.0 T 7.5 7.5 Consistent with
hospital*** medical practice and
ethics to treat those
with serious illness
and who are most
likely to die.
2|Health care 9.2 T 24 9.9 Healthcare workers
workers (HCW) are required for
with direct patient quality medical care.
contact and There is little surge
emergency capacity among
medical service healthcare sector
(EMS) providers personnel to meet
increased demand.

123




3|Highest risk outpatients— 2.5|T[0.710.6|Groups at greatest risk of
immunocompromised persons and hospitalization and death;
pregnant women immunocompromised cannot be
protected by vaccination.

4|Pandemic health responders (public 3.3|T|0.9|11.5|Groups are critical for an
health, vaccinators, vaccine and effective public health response
antiviral manufacturers), public safety to a pandemic.

(police, fire, corrections), and
government decision-makers

*The committee focused its deliberations on the domestic U.S. civilian population. NVAC recognizes that Department of Defense
(DoD) needs should be highly prioritized. A separate DoD antiviral stockpile has been established to meet those needs. Other groups
also were not explicitly considered in deliberations on prioritization. These include American citizens living overseas, non-citizens in
the U.S., and other groups providing national security services such as the border patrol and customs service.

**Strategy: Treatment (T) requires a total of 10 capsules and is defined as 1 course. Post-exposure prophylaxis (PEP) also requires
a single course. Prophylaxis (P) is assumed to require 40 capsules (4 courses) though more may be needed if community outbreaks
last for a longer period.

***There are no data on the effectiveness of treatment at hospitalization. If stockpiled antiviral drug supplies are very limited, the
priority of this group could be reconsidered based on the epidemiology of the pandemic and any additional data on effectiveness in
this population.

Definitions and rationale for draft priority groups: Healthcare workers and
emergency medical service providers who have direct patient contact

a) Definition

Persons providing direct medical services in inpatient and outpatient care settings. This
includes doctors, nurses, technicians, therapists, EMS providers, laboratory workers,
other care providers who come within 3 feet of patients with influenza, and persons
performing technical support functions essential to quality medical care.

b) Strategy
Treatment within 48 hours of symptom onset.
c¢) Rationale

Maintaining high quality patient care is critical to reduce health impacts of pandemic
disease and to prevent adverse outcomes from other health conditions that will present for
care during the pandemic period. Treatment of healthcare providers will decrease
absenteeism due to influenza illness and may decrease absenteeism from fear of
becoming ill, given the knowledge that treatment can prevent serious complications of
influenza. Good data exist documenting the impacts of early treatment on duration of
illness and time off work, and on the occurrence of complications such as lower
respiratory infections. Treating healthcare providers is feasible to implement, especially
for inpatient care providers who can be provided drugs through the occupational health
clinic. It also would be acceptable to the public, who would recognize the importance of
maintaining quality healthcare and would understand that persons with direct patient
contact are putting themselves at increased risk.
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d) Population size

There are about 12.6 million persons designated as healthcare workers by the Bureau of
Labor Statistics and about 820,000 EMS providers. Among HCWs, two-thirds are
estimated to provide direct patient care services.

e) Unresolved issues
Further work is needed to hone definitions and estimate population sizes. Implementation
issues include the approach to identifying healthcare providers who would be eligible for

treatment and where the treatment would be provided, particularly for outpatient care
providers.

125





