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Message from the Acting Assistant Secretary / J/
for Budget, Technology and Finance ' 3@

I am pleased to present the Department of Health and Human Services (HHS) Annual
Performance Plan for fiscal year (FY) 2005. Our mission is to enhance the health and
well-being of Americans by providing effective health and human services and by fostering
strong, sustained advances in the sciences underlying medicine, public health, and social services.
The Department executes this mission by managing more than 120 performance program areas
with over 600 performance measures. Agency-specific highlights in the Annual Performance
Plan include:

¢ The Health Resources and Services Administration Health Center program, a Presidential
initiative to increase health care access for those uninsured and underserved
Americans who are most in need of access to health care services;

¢ The National Institutes of Health "HapMap" project, which will identify patterns of human
genetic variations and increase understanding of the role of genetic factors contributing to
health and disease;

¢  The Administration for Children and Families Child Support Enforcement program, which
seeks to assure that assistance in obtaining support is available to children, and is an
integral part of the Department's effort to increase parental responsibility; and

¢ The Indian Health Service Special Diabetes Program for Indians, that has a mission to
develop, document, and sustain a public health effort to prevent and control diabetes in
American Indian and Alaskan Native people.

These are just a few examples of the programs in which the Department is working to achieve
its strategic and performance goals. Additional detail about particular agencies can be found in
the individual Operating Division Annual Performance Plans.

The FY 2005 HHS Annual Performance Plan integrates budget and performance information
and demonstrates how we are building a permanent capability for ensuring that budget deci-

sions are informed by program results.

Sincerely,

Kerry Weems
February 2, 2004

Department of Health and Human Services
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Overview

The Department of Health and Human Services FY 2005 Annual Performance Plan presents an
illustrative group of key programs in which the Department is working to fulfill its mission:

To enhance the health and well-being of Americans by providing for effective
health and human services, and by fostering sound, sustained advances in the
sciences underlying medicine, public, health, and social services.

The Annual Performance Plan meets the reporting requirements of the Government
Performance and Results Act (GPRA) and supports the President's Management Agenda
initiative for Budget and Performance Integration. The Annual Performance Plan, with its
companion documents, the FY 2005 Budget in Brief, and the Department Strategic Plan

FY 2004-2009, presents an integrated picture of the Department's planned efforts in FY 2005 to
achieve its long-term strategic and performance goals. The Strategic Plan describes the
Department's goals for the FY 2004 through FY 2008 period; the Annual Performance Plan
highlights performance measures and targets specific to FY 2005.

The Annual Performance Plan presents 19 key programs covering all 8 Department Strategic
Goals. The programs represent the breadth of activities the Department is carrying out, in part-
nership with States, localities, and the private sector, to meet the health and human service
needs of Americans. The Annual Performance Plan describes for each program:

The program's background, context, and purpose;
Performance planning, including the primary or long-term goal of the program and one or
two illustrative performance measures for FY 2005;

¢ Means and strategies to achieve performance goals; such as research, technical assistance,
and the use of performance-based awards to program partners;
FY 2005 budget and policy priorities which support program performance;
How information from PART (Program Assessment and Rating Tool) Reviews has been
used to justify funding requests, direct program improvements, develop legislative proposals,
and guide management actions where appropriate; and

¢ External factors affecting program performance.

Each HHS illustrative program includes the FY 2005 budget request amount and the FY 2005
full cost request amount. The full cost request reflects the Department’s estimate of the full
cost of a program including overhead and other indirect costs, as part of the President’s
Management Agenda budget and performance integration initiative.

The illustrative programs and performance goals in the FY 2005 Annual Performance Plan,

several related FY 2005 budget initiatives, and the Department Strategic Goals they support,
include:

Department of Health and Human Services
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Strategic Goal 1 - Reduce the major threats to the health and well-being of Americans:

¢ The Centers for Disease Control and Prevention (CDC) will continue its efforts to prevent
HIV infections through strengthening capacity nationwide to develop and implement
effective prevention strategies; and to prevent diseases through increased childhood
immunization.

¢ The Substance Abuse and Mental Health Services Administration will continue the
President's commitment to reduce current illicit drug use. Two fundamental components
of this initiative are the Substance Abuse Prevention and Treatment Block Grant - accounting
for at least 40 percent of all public financing for drug abuse prevention and treatment
services - and the new Access to Recovery State Voucher program - that gives individuals
the ability to choose effective treatment providers, including those that are faith-based.

Strategic Goal 2 - Enhance the abilitv of the Nation's health care system to effectively respond
to_terrorism and other public health challenges:

¢ CDC will continue its work to ensure that 100 percent of State public health agencies are
prepared to use material in the Strategic National Stockpile and to annually exercise plans
that demonstrate their capacity to respond to emergencies.

¢+ CDC, through its Terrorism Preparedness and Emergency Response Program, will continue
to work with State, local, and territorial public health departments to develop public health
infrastructure, capacity and plans to respond to events of terror.

¢ FDA will build upon its recent increase in the number of field examinations of imported
food products, expand the laboratory capacity of State partners, and work to find faster and
better detection methods.

¢ CDC and the Food and Drug Administration also will support the government-wide
biosurveillance effort to develop new tools and procedures designed to provide the earliest
possible detection of potential disease outbreaks or releases of deadly pathogens into food,
water, or the environment.

¢ The Health Resources and Services Administration (HRSA) will seek to ensure that 100
percent of the Bioterrorism Hospital Preparedness Program awardees, including all 50
States, develop regional plans to address surge (a large and rapid increase in the number of
persons requiring care) capacity.

Department of Health and Human Services
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Strategic Goal 3 - Increase the percentage of the Nation's children and adults who have access
to health care services, and expand consumer choices:

¢  The President signed into law, on December 8, 2003, the Medicare Prescription Drug,
Improvement, and Modernization Act (MMA), which provides enhanced coverage for the
lowest income beneficiaries and an immediate prescription drug discount card for all
beneficiaries until the full plan is available nationwide. To begin implementing this
ground-breaking new legislation, the Centers for Medicare & Medicaid Services (CMS)
will establish program regulations and a major initiative to educate health care providers
and consumers.

¢+ CMS, in partnership with the States, will maintain the number of uninsured and
underserved children who enroll in Medicaid and the State Children's Health Insurance
Program (SCHIP). CMS will assess health care quality for low-income children enrolled
in Medicaid and SCHIP against a core set of performance measures developed with the
States and establish formal collaborations to make improvements.

¢+ HRSA will continue to expand access to health care services through the President's Health
Center Initiative. Through this program, 15 million individuals will receive health care
services—40 percent of whom have no insurance coverage. By FY 2006, HRSA will have
expanded access to 6.1 million individuals through over 1,200 new and expanded sites.

¢ The Indian Health Service, through prevention and control activities including direct care
and developing and sharing models of diabetes control, will seek to maintain the proportion
of Indian, Tribal, and Urban (I/T/U) facilities Native American patients with diagnosed
diabetes that have demonstrated improved glycemic control (blood sugar levels). This is an
ambitious goal given that the number of diabetics that receive services through the I/T/U
network is increasing three to four percent annually.

Strategic Goal 4 - Enhance the capacity and productivity of the Nation's health science
research_enterprise:

¢ The National Institutes of Health (NIH) will continue its progress implementing the
HapMap Project, which will contribute to research identifying the role of genetic factors
contributing to underlying common diseases. In FY 2005, NIH has set the goal of developing
a first-pass draft haplotype map, which will pinpoint, for the first time, genetic variations
among individuals across all human chromosomes. The long-term benefits of the HapMap
are increased understanding of the influence of genetics on health and disease and interven
tions that can be made more precise, predictable, and effective.

¢ NIH will develop two new animal models to use in research on at least one agent of bioterror.
This effort will increase the capacity of NIH and the extramural scientific community to
evaluate products for biodefense, and aid in the development and testing of the growing
number of promising biodefense therapies and vaccines.

Department of Health and Human Services
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Strategic Goal 5 - Improve the quality of health care services:

¢ FDA will expand the network of facilities in the Medical Product Surveillance System
(MedSun), a postmarket reporting system through which FDA receives reports of serious
adverse events associated with medical devices. When fully implemented, MedSun will
reduce device-related medical errors.

Strategic Goal 6 - Improve the economic and social well-being of individuals, families, and
communities, especially those most in need:

¢  The Administration for Children and Families (ACF) will continue to provide leadership to
States, Territories, and Tribes as they move families from welfare to work and
self-sufficiency in their Temporary Assistance for Needy Families (TANF) programs. The
President's FY 2003 TANF Reauthorization proposal refocuses financial incentives to
program partners to provide performance bonuses based on achieving recipient employ
ment goal, and supports initiatives that emphasize healthy marriages and child well-being..

¢  The Administration on Aging is committed to work with its State and local partners to
ensure that comprehensive social and supportive services are available to vulnerable elderly

residents of rural areas.

Strategic Goal 7 - Improve the stability and healthy development of our Nation's children and youth:

¢+ ACEF plans to continue to work with the States to increase the child support collection rate.
ACF will provide performance-based incentive funding to States for current support collection,
as well as paternity establishment, past-due cases payment, and cost-effectiveness.

¢ In the area of child welfare, ACF has set an ambitious FY 2005 goal of finalizing 62,000
adoptions toward an overall goal of finalizing 327,000 adoptions between 2003 and 2008.
ACF will continue to monitor the overall performance of child welfare programs through
Child and Family Services reviews, which focus on outcomes for children and families in
the areas of safety, permanency, and child and family well-being. The FY 2004 President's
Budget proposes the Child Welfare Program Option, which will provide flexible grants to
States as an incentive to create innovative child welfare programs.

Strategic Goal 8 - Achieve excellence in management practices:

¢ CMS will continue its focus on maintaining program integrity in the Medicare program, to
ensure that it pays the right amount to legitimate providers for covered, reasonable and
necessary services to eligible beneficiaries. CMS sets ambitious annual program integrity
targets, including reducing the percentage of improper payments made under the Medicare
fee-for-service program, as well as reducing the contractor error rate and improving the
provider compliance error rate.

Department of Health and Human Services
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¢ The Department's Office of the Inspector General (OIG) fights fraud, waste and abuse, and
recommends policies to promote economy, efficiency, and effectiveness in HHS programs.
Approximately 80 percent of OIG resources are devoted to Medicare and Medicaid; the
remaining 20 percent is dedicated to all other HHS programs. OIG estimates that for
FY 2003, it achieved $23 billion in savings resulting from implementation of its
recommendations and recoveries or receivables from investigations and audits. This is a
return on investment (ROI) of 117 (savings/operating costs). For FY 2005, OIG has set an
ambitious target of increasing ROI to more than 150.

For additional information on these and other FY 2005 programs and budget initiatives, see the
HHS FY 2005 Budget in Brief, and individual Operating Division Congressional Justifications
and Annual Performance Plans.

Following are:

+ A table which displays the Department's FY 2005 total discretionary budget request,

organized by Department Strategic Goal*; i.e., the total Department discretionary budget
for program activities that support achievement of that Strategic Goal; and

¢ A summary table of the 19 representative programs and 22 highlighted performance
measures in this report.

Highlighted programs and performance measures may be identified by the following symbols
as Presidential priorities, Secretarial priorities, or Healthy People 2010 goals:

Healthy People 2010 Goal

* This report includes some programs that are part of the mandatory budget; mandatory program dollars are shown in italics and are not included
in the totals for each Strategic Goal.

Department of Health and Human Services
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The table below displays the Department's FY 2005 discretionary budget request, organized by
Strategic Goal. It was developed by associating HHS programs, projects, and activities with
each of the eight HHS Strategic Goals. The total of these goals equals the Department's

FY 2005 discretionary budget request.

FY 2005 HHS Budget by Strategic Goals
(Dollars in Millions)

Total Goal
Strategic Goal Budget

Reduce the major threats to the health and well-being of

Goal 1 | Americans. $6,669
Enhance the ability of the Nation’s health care system to

Goal 2 effectively respond to bioterrorism and other public health $3.377
challenges.
Increase the percentage of the Nation’s children and adults who

Goal 3 havg: access to health care services, and expand consumer $12,726
choices.
Enhance the capacity and productivity of the Nation’s health

Goal 4 | science research enterprise. $28,726

Goal 5 Improve the quality of health care services. $222
Improve the economic and social well-being of individuals,

Goal 6 | families, and communities, especially those most in need. $4,719
Improve the stability and healthy development of our Nation’s

Goal 7 | children and youth. $10,333

Goal 8 Achieve excellence in management practices. $787
Total FY 2005 Discretionary Budget Request* $67,558

* This total reflects the HHS current law budget authority

Department of Health and Human Services
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Highlighted Performance Measures in
FY 2005 Annual Performance Plan

Strategic Goal 1: Reduce the major threats to the health and well-being of

Americans
Performance Measure and Agency Most Recent Results PART
FY 2005 Targets Program Review
. o, 3 .
Achieve or sustain immunization CDC FY 02 target: 90% for all vaccines; 2004
coverage of at least 90 percent in National .
children ages 19- to 35-months of Immi;?;zftion FY 02 results: DTap 95%; Hib 93%;
age for 3 doses DtaP vaccine, Procram MMR 91%; Hepatitis 90%; Polio
3 doses Hib vaccine, 1 dose MMR & 90%; Varicella 81%.
vaccine, 3 doses hepatitis B
vaccine, 3 doses polio vaccine,
1 dose varicella vaccine, and
4 doses pneumococcal conjugate
vaccine.
Reduce the number of new HIV CDC FY 02: 2,926 reported cases (from 30 2004
infections among people less than HIV/AIDS areas); 2000 baseline: 2,100 cases
25 years of age from 2,100 in Prevention in (from 25 areas). CDC will continue to
2000 to 1,600 in 2010. FY 2005 the U.S revise baseline and targets when data
target: 1,800. e from more States are available.
Decrease the number of 1998 baseline: 235 cases;
perinatally acquired AIDS cases ) )
from the 1998 baseline of FY 02 target: 141 cases;
235 cases. FY 02 results: 90 cases.
Increase the number of clients SAMHSA FY 01 target: 1.64 million; 2005
served.. EY 2005 target: Substance FY 01 results: 1.74 million.
1.96 million. Abuse
Prevention and
Treatment
Block Grant

Department of Health and Human Services
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Strategic Goal 2: Enhance the ability of the Nation’s health care system to
effectively respond to bioterrorism and other public health

challenges
Performance Measure and Agency Most Recent Results PART
FY 2005 Targets Program Review
100 percent of State public health CDC New measure for FY 2005. 2005
agencies improve their capacity to Terrorism
respond to exposure to chemicals Preparedness
of category A agents by annually
S and Emergency
exercising scalable plans and Response
implementing corrective action Program
plans to minimize any gaps
identified.
100 percent of State public health CDC New measure for FY 2005. N/A
agencies are prepared to use The Strategic
material contained in the Strategic National
National Stockpile as Stockpile
demonstrated by the evaluation of
standard functions as determined
by CDC.
Increase the percent of awardees HRSA FY 03 baseline estimate: 59%. 2005
that have developed plans to Bioterrorism
address surge capacity to Hospital
100 percent. Preparedness
Program

Perform 97,000 physical exams FDA FY 03 target: 48,000; 2005
and conduc't sample anglysqs on Foods Program | FY 03 results: 78,000.
products with suspect histories.

Department of Health and Human Services
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Strategic Goal 3: Increase the percentage of the Nation’s children and adults
who have access to health care services, and expand consumer

choices
Performance Measure and Agency Most Recent Results PART
FY 2005 Targets Program Review
Improve satisfaction of Medicare CMS Indicators for beneficiary satisfaction: 2005
beneficiaries with the health care . percentage reporting getting needed
. . Medicare . .

services they receive (Managed care; percentage reporting having
Care, Fee-For-Service). access to specialist.

Managed Care: FY 2002 targets:

93%,; 86%. FY 2002 results: targets

met.

Fee-for-Service: FY 2002 targets:

95%; 85%. FY 2002 results: targets

met.
Increase the number of children CMS FY 99 baseline: 21.9 million. 2004
enrolled in regular Medicaid .and. Medicaid and | FY 2002 target: additional 1 million
SCHIP. FY 2005 target: maintain . s . .

State Children’s | children enrolled over FY 2001;
FY 2004 enrollment levels. Health
. FY 2002 results: 2.75 million more
Improve health care quality across Insurance children enrolled
Medicaid and SCHIP. Program '
In FY 2005 broaden access to HRSA FY 03 target: 180 sites; 2004
heglth care services for the Health Center | FY 03 results: 188 sites.
uninsured and underserved by Program
funding 332 new and expanded
health center sites and increasing FY 02 target: 11.7 million;
to 14.8 million the number of FY 02 results: 11.3 million.
uninsured and underserved
persons served by Health Centers.
Continue to assure access to
preventive and primary care for FY 02 target: 65% (7.6 million);
racial/ethnic minority individuals a0 o
by serving 9.6 million FY 02 results: 64% (7.2 million).
racial/ethnic minority persons in
2005 (65 percent of total patients
served by Health Centers).
Maintain the proportion of IHS FY 02 target: Improve from FY 01. 2004
Indian/Tribal/Urban Native IHS National | FY 01 results: 29%;
American patients with diagnosed Diabetes
diabetes that have demonstrated P FY 02 results: 30%.
rogram

improved glycemic control (blood
sugar levels).

Department of Health and Human Services
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Strategic Goal 4: Enhance the capacity and productivity of the Nation’s health
science research enterprise

Performance Measure and Agency Most Recent Results PART
FY 2005 Targets Program Review
Develop a first-pass draft NIH FY 2005-specific project milestone. N/A
haplotype map containing Map of :
t
600,000 SNPs. a{’,;’rifﬁfﬁf ©
Across All
Human
Chromosomes
Strategic Goal 5: Improve the quality of health care services
Expand implementation of the FDA FY 2003 target: 180 facilities; 2004
MedSun System to a network of Medical | FY 2003 results: 206 facilities.
250 facilities. Devices and
Radiological
Health
Strategic Goal 6: Improve the economic and social well-being of individuals,
families, and communities, especially those most in need
Increase percentage of those ACF FY 2002 target: 65%; N/A
employed in a quarter that are still Temporary FY 2002 results: 59%.
employed one and two quarters Assistance for
later. FY 2005 target: 67 percent. Needy Families
Increase the percentage of AoA AoA FY 2002 target: 25%; 2004
glients Whto reside in rural areas to Community | FY 2002 results: 29%.
percent. Based Services
Program

Department of Health and Human Services
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Strategic Goal 7: Improve the stability and healthy development of our Nation’s
children and youth

Performance Measure and Agency Most Recent Results PART
FY 2005 Targets Program Review

Increase the Title [V-D collection ACF FY 2002 target: 55%; 2005
rate (collections on current ) . 2o
support/current support owed) to Child Support | FY 2002 results: 58%.
61 percent. Enforcement
Increase the number of adoptions FY 2002 target: 55,000; 2004
toward achieving the goal of .
finalizing 327,000 adoptions ACF FY 2002 results: 51,000.
between FY 2003 - FY 2008. Child Welfare
FY 2005 target: 62,000.

Strategic Goal 8: Achieve excellence in management practices

Reduce the percentage of CMS FY 2003 target: 5%; 2004
improper payments made under Medicare | FY 2003 results: 5.8%*
the Medicare fee-for-service I .

ntegrity
program. Program
Increase Return on Investment. Office of the | FY 2003 target: $114; 2004
FY 2005 target: $154. Secretary FY 2003 results: $117

Office of

Inspector

General

Department of Health and Human Services
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Strategic Goal 1: Reduce the Major Threats to the Health and Well-Being
of Americans

HHS is taking steps to reduce health threats through the promotion of healthy behaviors as well
as through building partnerships with States, communities, and health professionals.
Reinforcing healthy behaviors in youth, from abstinence to reducing obesity, is critical. Steps
to a Healthier US is a Secretarial initiative that emphasizes coordination across the Department
to promote healthy behaviors and choices that will prevent and control disease, focusing in par-
ticular on asthma, diabetes, and obesity. Steps advances President Bush's Healthier US
Program, which mobilizes the Federal government to alert the American people to the vital
health benefits of simple and modest improvements in physical activity, nutrition, and behav-
ioral choices such as eliminating tobacco and illegal drug use.

Prevention is also a hallmark of the HHS approach to fighting HIV/AIDS, sexually transmitted
diseases, and tuberculosis. HHS is making considerable progress slowing the transmission of
HIV from pregnant women to their children and preventing the spread of tuberculosis.
Similarly, the HHS vaccine program protects the population from a wide variety of infectious
diseases, including diphtheria, measles, polio, and influenza.

A risk behavior affecting youth and other segments of the U.S. population is substance abuse.
Consistent with the Office of National Drug Control Policy's (ONDCP) overall recommenda-
tions, the FY 2005 budget request makes a fourth installment on the President's Drug Treatment
Initiative, and HHS continues to work with ONDCP to implement an effective drug strategy
that will increase the number of clients served.

The FY 2005 Annual Performance Plan highlights performance goals and measures within the
Centers for Disease Control and Prevention's (CDC) National Immunization Program, CDC
programs to prevent HIV infection, and the Substance Abuse and Mental Health
Administration's Substance Abuse Prevention and Treatment Block Program. These representa-
tive performance measures demonstrate the Department's continued commitment to reducing
the major threats to the health and well-being of Americans.

Department of Health and Human Services
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NATIONAL IMMUNIZATION PROGRAM
Centers for Disease Control and Prevention o
FY 2005 Budget Request: $644 million {@
FY 2005 Full Cost Budget Request: $651 million
(Budget numbers are for the Section 317 Immunization Program and do not include VFC)

Program Background and Context

The Centers for Disease Control and Prevention (CDC) protects the health of children and
adults from disability and death associated with vaccine-preventable diseases by developing and
implementing immunization programs and monitoring vaccine use. The CDC National
Immunization Program (NIP) focuses on several major programmatic areas, including child-
hood immunization, adult and adolescent immunization, global polio eradication, global
measles control, and vaccine safety. NIP provides national leadership in the ongoing effort to
protect America's children and adults from vaccine-preventable diseases and to ensure the
safety of vaccines. Appropriate administration of safe and effective vaccines remains one of the
most successful and cost-effective public health tools for preventing disease, disability, and
death as well as reducing economic costs resulting from vaccine-preventable diseases.

Vaccines are responsible for the control of many infectious diseases, including diphtheria,
mumps, and pertussis, that were once common in the United States. As childhood immuniza-
tion coverage continues to increase, the incidence of vaccine-preventable diseases continues to
decline. For example, there have been no cases of polio caused by wild polio virus in the
Western Hemisphere since 1991; measles is no longer endemic in the United States; only one
child was born with congenital rubella syndrome in 2002; and cases of Haemophilus influenzae
type b (Hib) have dropped more than 99 percent among children younger than five years since
the Hib vaccine was introduced in 1990.

Although vaccine coverage levels for children are at an all-time high, every day in the United
States, 11,000 babies are born who will need up to 22 vaccinations before they are two years

old to be protected against 12 vaccine-preventable diseases. Even though coverage levels for
preschool immunization are high in many States, approximately one million two-year-olds in
the United States have not received one or more doses of the recommended vaccines.

The Section 317 immunization grant program helps State and local health departments to ensure
that children, adolescents, and adults receive appropriate immunizations by working in partner-
ship with health providers in the public and private sectors. The program supports infrastruc-
ture for essential activities such as immunization registries, outreach, disease surveillance,
outbreak control, education, and service delivery. A strong immunization infrastructure assures
optimal coverage with routinely recommended vaccines. Immunization infrastructure is crucial,
especially when public health priorities can shift rapidly in the event of a naturally occurring
outbreak of a vaccine-preventable disease, or a bioterrorism event.

Department of Health and Human Services
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NIP works with local, State, national, and international partner organizations to develop an
immunization infrastructure that includes increasing awareness of immunization recommenda-
tions, fostering the development and implementation of effective immunization programs, and
achieving high immunization coverage levels. NIP has effective partnerships with organiza-
tions such as the American Academy of Pediatrics, the American Academy of Family
Physicians, the Association of State and Territorial Health Officials, and managed care organi-
zations. NIP also partners with the Centers for Medicare & Medicaid Services, the Health
Resources and Services Administration, the Administration on Aging, the Agency for
Healthcare Research and Quality, and other Federal agencies, as well as State and local organi-
zations. Through these partnerships, NIP has implemented innovative and effective intervention
programs and has gained the attention of other key audiences (e.g., corporate and community
leaders and the media) to help achieve the mission of eliminating vaccine-preventable diseases.

NIP global immunization efforts are key to sustaining low disease rates domestically. Working
with international partners, NIP has helped to reduce the number of measles cases in the
Western Hemisphere by more than 99 percent from approximately 250,000 cases in 1990 to
104 cases in 2003 (provisional data). Additionally, NIP works with the World Health
Organization, Rotary International, the U.S. Agency for International Development, the Task
Force for Child Survival and Development, the United Nation's Children's Fund, and interna-
tional agencies to bolster polio eradication efforts by providing scientific assistance and finan-
cial support. Today more than 200 countries and territories are polio-free, and the disease is
now indigenous to only seven countries in South Asia and Africa.

Program Performance Planning

The National Immunization Program has six goals and eleven performance measures in the
Centers for Disease Control and Prevention Annual Performance Plan. The performance meas-
ures address childhood, adolescent, adult, and global immunizations. For instance, reducing the
number of indigenous cases of vaccine preventable diseases is one of these goals. The measures
for this goal include reducing or sustaining the number of cases of polio, rubella, measles, and
Hib to zero, as well as reducing the number of indigenous cases of mumps and pertussis.
Another goal is to increase the proportion of adults who are vaccinated annually against
influenza and ever vaccinated against pneumococcal disease. The measures are divided by
those 65 years of age and older and those who are high-risk ages (i.e., 18 to 64 years). Global
polio eradication and reduction of the cumulative global measles-related mortality are also NIP
goals. Because vaccine safety is vital, one NIP goal is to improve vaccine safety surveillance.

Department of Health and Human Services
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The following illustrative NIP performance measure focuses on childhood immunization.

v’ Achieve or sustain immunization coverage of at least 90 percent in children 19- to
35-months of age for 3 doses DTaP vaccine, 3 doses Hib vaccine, 1 dose MMR vaccine,
3 doses hepatitis B vaccine, 3 doses polio vaccine, 1 dose varicella vaccine, and 4 doses
pneumococcal conjugate vaccine

Vaccination coverage levels of 90 percent are, in general, sufficient to prevent circulation of
viruses and bacteria causing vaccine-preventable diseases. Coverage levels are currently the
highest ever recorded. However, each new cohort of children born in the United States must be
fully vaccinated with all recommended vaccine doses because subgroups or pockets of under-
vaccinated persons make the entire population vulnerable to major outbreaks of vaccine-pre-
ventable diseases. CDC has made progress toward fulfilling this performance measure, but
must continue its work to fully achieve the goal.

Immunizations 19- 35 Months of Age

100

.

4

T)

920 ] A
80 //
70
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Hepatitis B
%0 MMR
/ —%—Hib

40 —eo—DtaP
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Percent Progress Toward Performance Measure

20

1998 1999 2000 2001 2002

Fiscal Year

Data are collected through the National Immunization Survey
Means and Strategies

NIP will work with State and local public health partners and other providers to achieve the per-
formance measure by using grants, assessments, and technical assistance, and by setting vaccine
policies.

¢ Vaccine Purchase Grants. Since 1963, CDC has provided grant support to assist State and
local health departments in purchasing safe and effective vaccines. The Section 317
immunization grant program and the Vaccines for Children (VFC) program were instrumental
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during the 2003-2004 influenza season in which an early onset of influenza outbreaks led
to increased demand for the vaccine. To address these unusual circumstances, additional
doses of federally procured influenza vaccine were delivered to State and local health
departments to alleviate some of their reported spot shortages.

¢  State Operations/Infrastructure Grants. NIP provides grant support to help State and local
health departments plan, develop, and conduct childhood immunization programs. These
immunization infrastructure investments are crucial to maintain immunization systems and
ensure that high immunization levels are not jeopardized. In recent years, efforts have
been expanded to include adolescents and adults by implementing proven strategies to raise
immunization coverage, and conduct disease surveillance.

Although coverage for preschool immunization is high in almost all States, pockets of need -
areas with substantial numbers of under-immunized children - still exist. These areas cause
great concern because of the potential for outbreaks of vaccine-preventable diseases to occur
within these communities. NIP uses several strategies to improve immunization coverage in
these areas. For example, Assessment, Feedback, Incentives, and Exchange (AFIX) is a tool to
assess immunization coverage and provide feedback to providers-methods that have resulted in
higher coverage rates. Linkages with the U.S. Department of Agriculture's Women, Infants, and
Children (WIC) program have increased coverage among low-income preschool children.
Reminder and recall systems (manually generated mail or telephone appointment reminders)
consistently improve patient compliance for scheduled health visits. NIP also plays a critical
role in developing immunization policy by providing technical and scientific support to policy-
making advisory groups.

Budget and Policy Priorities

The National Immunization Program is developing several changes and improvements to its
program to increase performance and improve vaccination coverage nationwide. These
improvements include proposed law changes to increase access and the development of an
immunization strategic stockpile to ensure a consistent supply. Legislation is being proposed to
improve the VFC program by expanding access to underinsured children seeking immunization
services in State and local public health clinics. Increased VFC funds to expand the pediatric
vaccine stockpile (provided for 2003-2006) will provide for a six-month supply of all recom-
mended pediatric vaccines. A fully implemented, six-month stockpile can greatly reduce the
potential public health consequences associated with supply disruptions. These improvements
to the VFC Program will reduce by $110 million the demand for vaccines financed through the
317 immunization program. These proposed law changes are not reflected in the budget num-
bers cited above; consistent with the treatment of proposed law changes in the appropriations
request.
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PART Review

The National Immunization Program's Section 317 Immunization grant program underwent a
PART review during the FY 2004 budget process and received an "Adequate" rating. As dis-
cussed earlier, the 317 grant program gives funds to State and local health departments for vac-
cine purchase, program management, vaccine management, immunization registries, provider
quality assurance, service delivery, consumer information, surveillance, and population assess-
ment. The FY 2004 assessment determined that the program had strong management practices
and was successful in improving vaccination coverage levels among children. Program
improvements and management initiatives that will significantly advance the 317 grant program's
progress toward fully implementing performance-based budgeting principles are underway.
Since the initial assessment of the 317 grant program, CDC has made progress implementing
the PART recommendations by:

Undergoing an independent evaluation of program effectiveness;

Establishing processes and procedures to measure and/or improve program efficiency; and
Improving mechanisms that link the program's budget for State immunization program and
operations activities to program performance.

External Factors

Challenges to meeting the illustrative performance measure include the difficulties of imple-
menting effective strategies in private provider practices; the complicated schedule of vaccina-
tions for children; shortages of vaccines; and the difficulty of acquiring accurate and complete
immunization records. Vaccine safety is also a challenge that must be met to attain and sustain
high immunization levels. Private providers may face financial and time constraints that limit
their ability to implement provider-based strategies such as reminder/recall systems, and the
assessment of immunization levels among patients in their practice. As science progresses and
more vaccines become available, including combination vaccines with varying antigens, the
immunization schedule becomes more complex. Before the age of two years, it is recommended
that children receive up to 22 vaccinations for 12 vaccine-preventable diseases.

In the past several years, the United States has experienced shortages of many vaccines in the
recommended childhood immunization schedule, as well as a recent shortage of influenza vac-
cine. Some of these shortages were widespread while others were localized. Reasons for these
shortages were multi-factorial and included companies leaving the vaccine market, manufactur-
ing or production problems, insufficient stockpiles, and one manufacturer-specific shortage.

Because children are often seen in multiple provider offices, and parents typically do not have
complete immunization records, it can be difficult for providers to assess a child's need for
specific immunizations. Also, some children are underinsured and ineligible for vaccine from
other sources. Given the number of immunizations and the expense of vaccine, parents may
find it difficult to assure these children are immunized at the appropriate ages. For instance, the
underinsured are only eligible for the Vaccines for VFC if seen in a federally qualified health
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center (FQHC). These centers are located in health professional shortage areas and may be
inaccessible geographically to certain underinsured children.

Public confidence in childhood vaccines is critical in obtaining high immunization levels.
Because vaccines are given to healthy people, immunizations are subject to a higher standard of
safety than other medical interventions. No vaccine is 100 percent safe or effective. NIP has a
multifaceted strategy for addressing immunization safety issues to maintain public confidence
in immunizations, preserve high coverage levels, prevent a resurgence of vaccine-preventable
diseases, and detect adverse events quickly. The National Immunization Program plays a vital
role in striving for vaccine safety by monitoring harmful effects; conducting scientific research
to evaluate the safety of vaccines; communicating to the public the benefits and risks of vac-
cines; and supporting development of new vaccine administration devices, combination vac-
cines, and potential candidate vaccines to prevent additional infectious diseases. Assessments of
the risks and benefits of vaccines can also influence vaccine policy and recommendations.
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HIV/AIDS PREVENTION IN THE U.S.
Centers for Disease Control and Prevention
FY 2005 Budget Request: $696 million
FY 2005 Full Cost Budget Request: $706 million

(Budget numbers are for the Domestic HIV Programs in the
National Center for HIV, STD, and TB Prevention (NCHSTP))

Program Background and Context

Human Immunodeficiency Virus (HIV) remains a deadly infection for which there is no cure.
Over 500,000 Americans have died of acquired immunodeficiency syndrome (AIDS) and an
estimated 850,000 to 950,000 are currently infected with the virus. The Centers for Disease
Control and Prevention (CDC) has been involved in the fight against HIV and AIDS from the
earliest days of the epidemic and remains a leader in HIV/AIDS prevention and control. While
HIV incidence has decreased substantially, from an estimated 150,000 new infections per year
in the late 1980s, new infections remain unacceptably high at an estimated 40,000 per year.
CDC is the Federal agency charged with preventing HIV infection. CDC works with an array
of partners including other Federal agencies, State and local health and education departments,
HIV prevention community-planning groups, academic institutions, community-based and other
not-for-profit groups and the private sector. During the past decade, the HIV/AIDS epidemic
has expanded into new populations, and CDC has focused its efforts on those populations that
are at highest-risk.

Program Performance Planning

The overarching CDC goal in HIV is to reduce by 25 percent the number of new HIV infections
in the United States, as measured by a reduction in the number of HIV infections diagnosed
each year among people less than 25 years of age, from 2,100 in 2000 to approximately 1,600
in 2010. Under this goal are two measures, the first focusing on HIV infections among people
less than 25 years of age and the second focusing on perinatally acquired AIDS.

V' Reduce the number of new HIV infections among people less than 25 years of age from
2,100 in 2000 to 1,600 in 2010.

Historically, new AIDS cases (AIDS incidence) was the basis for assessing needs for prevention
and treatment programs. However, potent new antiretroviral therapies are delaying or prevent-
ing the development of AIDS in many HIV-infected persons, and AIDS data are no longer suffi-
cient to describe the epidemic. Data on HIV are now needed to monitor the effect of the epi-
demic. CDC is working with States to implement and improve HIV reporting and is studying
methods to estimate HIV incidence nationally. The number of HIV infection cases among per-
sons under 25 years of age diagnosed each year is the best data currently available to monitor
new HIV infections. HIV infections occurring in those under 25 years of age are likely to have
been acquired recently and thus are a relatively accurate proxy measure of HIV incidence.
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Performance data regarding reported HIV infections is from 25 States with longstanding HIV
reporting. CDC will add States as data become available.

The other illustrative performance measure focuses on HIV transmission from infected pregnant
mothers to their infants.

V' Decrease the number of perinatally acquired AIDS cases from the 1998 baseline of
235 cases.

Decrease the Number of Perinatally Acquired AIDS Cases
(Source: HIV/AIDS Reporting System (HARS), CDC/NCHSTP)
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During the early 1990s, an estimated 1,000 to 2,000 infants were born with HIV infection each
year. Surveillance data show sharply declining trends in perinatal AIDS cases, and approxi-
mately 101 cases were reported in 2001. These declines reflect the success of widespread
implementation of the Public Health Service (PHS) recommendations for routine HIV counsel-
ing and voluntary HIV testing of pregnant women; the use of zidovudine (AZT, also called
ZDV) by infected women during pregnancy and delivery and for treatment of the infant after
birth; and the use of combination antiretroviral therapies for the pregnant woman's own care.
Performance data for the perinatal AIDS measure are consistent across all 50 States, the District
of Columbia, U.S. dependencies and possessions, and independent nations in free association
with the United States. All of these units use a uniform surveillance case definition and case
report form for reporting AIDS cases to CDC.
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Means and Strategies

CDC uses a number of strategies to prevent HIV focusing on the following sub-goals outlined
in its HIV Strategic Plan:

¢ Decrease the number of persons in the United States at high risk for acquiring or transmitting
HIV infection by delivering targeted, sustained and evidence-based HIV prevention
interventions.

¢ Increase from the proportion of HIV-infected people in the United States who know they
are infected through voluntary counseling and testing.

¢ Increase the proportion of HIV-infected people in the United States who are linked to
appropriate prevention, care, and treatment services.

+ Strengthen the capacity nationwide to monitor the epidemic, develop and implement
effective prevention interventions, and evaluate prevention programs.

These goals are supported through a core set of HIV prevention activities including surveillance
research, intervention, capacity building, and evaluation. Priority setting for health protection
activities is based on information gathered through surveillance and research. CDC funds inter-
vention programs that seek to involve communities in HIV prevention, including community
planning, coordinated through health departments, and direct funding of community-based
organizations (CBOs). Underpinning these intervention programs are capacity-building efforts
conducted directly by CDC and by State, local and non-governmental partners. Finally, CDC
works to evaluate its programs so that the agency can monitor progress and refine its efforts.
To achieve further reductions in HIV incidence in the United States, CDC announced a new
HIV initiative in partnership with other HHS agencies and other government and nongovern-
mental organizations. The new initiative, launched on April 17, 2003, "Advancing HIV
Prevention: New Strategies for a Changing Epidemic (AHP)," involves four principal strategies
to further reduce HIV in the United States:

1) Making HIV testing a routine part of medical care;

2) Implementing new models for diagnosing HIV infections outside medical settings;

3) Preventing new infections by working with persons diagnosed with HIV and their
partners; and

4) Further decreasing perinatal HIV transmission.

These strategies are designed to use new tools and knowledge to prevent new infections and
promote the health of persons with HIV.

Budget and Policy Priorities

The President's FY 2005 budget request for Domestic HIV at the National Center for HIV,

STD, and TB Prevention (NCHSTP) is $695.9 million, slightly above the FY 2004 level of
$694.9 million. The entire budgeted amount supports Secretarial priorities to address HIV/AIDS
as well as the overarching goal of CDC of reducing new HIV infections. Much of the budget is
awarded extramurally, supporting cooperative agreements with State and local governments and
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non-governmental organizations. For instance, in 2004, CDC will award a new cycle of funding
in support of HIV prevention projects for State and local governments. The agency anticipates
spending approximately $317 million on this program. In addition, CDC will provide

$49 million to support a new, consolidated cooperative agreement program to directly fund
community-based organizations and $21 million to support a consolidated program for capacity-
building assistance. The agency also supports other ongoing prevention efforts, and surveil-
lance, research and evaluation activities. This budget information only includes Domestic
HIV/AIDS Programs at NCHSTP. CDC also conducts HIV/AIDS domestic prevention
programs through the National Center for Infectious Disease (NCID) and the National Center
for Chronic Disease Prevention and Health Promotion (NCHSTP).

PART Review

The CDC domestic HIV/AIDS program received a PART review during the FY 2004 budget
process. The analysis cited deficiencies in the area of performance measurement. The assessment
found that (1) the program had long-term health outcome goals, but not specific targets and
timeframes that are consistent with the existing budget; (2) the program had developed new
annual performance indicators but that baseline data for these measures was unavailable at the
time of review; (3) budget and program performance information were not aligned; (4) no
measures were in place to improve efficiency; and (5) the program had some weaknesses in the
management and oversight of grantees.

Based on these findings, CDC managers implemented various actions for program direction and
improvements, such as developing performance indicators with measurable goals and targets
consistent with current resources; and strengthening grantee accountability and oversight in
HIV prevention efforts.

In its Annual Performance Plan, CDC has revised three of its five domestic HIV/AIDS prevention
goals. These goals contain ambitious targets that are measurable; include specific targets and
timeframes; and are consistent with CDC current budgetary resources.

To address the PART review, CDC conducted an assessment, based on an internal stratified
random sample of CBOs, to ensure that funded grantees follow proper fiscal procedures, have
scientifically sound programs, and comply with Content Review Guidelines. Preliminary find-
ings indicate that CDC needs to provide more focused technical assistance and guidance to
CBO grantees. CDC is currently providing such technical assistance including issuance of new
technical guidance to support the new CBO program.

CDC has also worked to achieve program and administrative efficiencies. For instance, CDC is
consolidating six program announcements for the CBOs into one announcement in FY 2004.
This move will have several benefits: it will lessen the amount of administrative work, simplify
oversight, strengthen protocols, and standardize monitoring.
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To collect better performance data from grantees, CDC has strengthened oversight procedures
and put new reporting systems in place. Grantees will be held accountable for performance,
and action will be taken if grantees fail to perform according to standards. Corrective action can
range from providing additional technical assistance to redirecting funding. CDC is also updating
its HIV/AIDS Reporting System to make it more compatible with the data surveillance report-
ing systems maintained at the local and State levels. With upgrades in software and hardware,
the Enhanced HIV/AIDS Reporting System will allow State and local agencies to report HIV
and AIDS data to the CDC more easily.

External Factors

Factors beyond CDC control may affect whether CDC is able to reach its HIV infection reduc-
tion goal and targets. For example, if an infected woman does not seek or receive care, an
opportunity to prevent perinatal HIV transmission may be missed. Also, an increased number of
HIV positive men and women are living longer, healthier lives because of treatment. Over
time, this situation can lead to increased opportunities to transmit HIV. The changing trends in
drug use, which are associated with HIV transmission, are another external factor. Those external
factors pose challenges to HIV prevention. Scientists have also speculated that those persons at
risk may be suffering from "prevention fatigue" and may have difficulty maintaining safer
behaviors over the years.
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SUBSTANCE ABUSE PREVENTION AND TREATMENT
BLOCK GRANT

Substance Abuse and Mental Health Services Administration
FY 2005 Budget Request: $1,832 million
FY 2005 Full Cost Budget Request: $1,844 million

Program Background and Context

The Substance Abuse Prevention and Treatment (SAPT) Block Grant Program is an integral
part of the President’s Drug Treatment Initiative in providing the cornerstone of State substance
abuse programs. Alcohol and drug abuse remain significant public health problems that afflict
every American community. The goal of the program is to improve the health and well-being
of the Nation by bringing effective alcohol and drug treatment and prevention services to every
community through block grants to the States. Program effectiveness continues to be demon-
strated as the Substance Abuse and Mental Health Services Administration (SAMHSA) works
with the States in transforming the block grants into Performance Partnership Grants in order to
maximize outcomes of publicly funded treatment and prevention services, and by exceeding
performance targets. Performance Partnership Grants (PPG) will provide improved perform-
ance measurement and technical assistance for development of more effective services.

Program Performance Planning

The treatment portion of the block grant program has a total of ten measures in SAMHSA's
Annual FY 2005 Performance Plan, and there are additional measures provided through the
prevention 20 percent set-aside. Treatment measures include three outcome goals, one efficiency
goal, two long-term goals, two process goals and two customer satisfaction goals. These meas-
ures are being replaced or merged with SAMHSA's Performance Partnership Grant (PPG)
measures determined with the States that are under development. Over the next few years,
SAMHSA will continue to improve the availability and use of performance data as measures
are finalized and new technologies are implemented to expedite data collection, analysis and
application for performance budgeting.

It is anticipated that the number of reported measures will decrease as SAMHSA moves to
adopt an aggregated form of reporting. For each program area, SAMHSA is focusing on a few
key measures to report and monitor performance. Performance on these key measures is used
in making budget and management decisions. One such measure is:

v’ Increase the number of clients served.

Estimating the number of clients served reflects the contribution the SAPT Block Grant make
towards increasing the availability of services as part of the President's Drug Treatment
Initiative.
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The proxy data source for the "number of clients served" by the SAPT Block Grant is provided
through the Treatment Episode Data Set of the Drug and Alcohol Services Information System
(TEDS/DASIS). The data being reported represent treatment admissions data that are reported
after a two-year time lag. These data are limited, in that they report admissions and may con-
tain duplicated numbers of unique individuals who may have been admitted more than once for
treatment. Also, the TEDS data reports the numbers of persons whose treatment was financed
by a variety of different public and private funds, not just SAPT Block Grant resources.
However, the SAPT Block Grant constitutes 40 percent of public funds available for treatment,
the largest public source available, and the TEDS data provides the best current estimate of the
number of persons served.

This measure is important to key SAMHSA stakeholders as it reflects progress in support of the
President's Drug Treatment Initiative. Also, tracking the numbers served is a critical component
of cost-benefit analysis and full cost accounting needed for performance budget integration.
Future targets have been set in consideration of factors such as past performance achievement
and currently available data. Analysis of targets shows that they are aggressive from FY 2000
through FY 2003 increasing at an average annual rate of 7.3 percent. The above graph shows
that for 2001, the target was exceeded. An estimated 1,740,000 persons received services.

Means and Strategies

SAMHSA plans to accomplish its goals for this program through several means and strategies.
These approaches flow from SAMHSA's draft strategic plan, partnership with the States, as
well as the needs of the substance abuse prevention and treatment fields as evidenced by data

from TEDS, the National Survey for Drug Use and Health and other SAMHSA surveys.

SAMHSA plans to:

+ Continue active partnerships with the States to gather and assess performance data on the
measures that SAMHSA and the States have identified for Performance Partnership Grants;

¢ Improve performance measure data collection, analysis and reporting technologies;
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¢ Collaborate with the States to improve the performance of block grant funded programs
through staff training in data analysis and technical assistance on evidence based practices
to address identified States' needs;

¢+ Implement a new focus on cost efficiency by setting a performance measure to monitor the
percentage of States that provide drug treatment services within approved cost bands by the
type of treatment provided; and,

¢ Begin implementing a national evaluation study.
Budget and Policy Priorities

Total funding for the Substance Abuse Prevention and Treatment Block Grant in FY 2005 is
$1.83 billion, an increase of $53 million over FY 2004. The FY 2005 budget will support
admissions to drug treatment programs to approximately 2 million individuals. The Block
Grant is a major part of the President's Drug Treatment Initiative. Total funding in FY 2005 for
the drug treatment programs is $2.3 billion.

PART Review

This program received a PART review during the FY 2005 budget process. The PART score
was 43; and the rating was Ineffective. The review assessed strengths and identified a number
of areas needing improvement. The main area identified as requiring improvement related to
performance measures that were not finalized until late in FY 2003 as part of the PPG process.
The PART also found that the SAPT Block Grant was the only Federal program supporting
statewide drug prevention and treatment services in all States. States are heavily dependent
upon the SAPT Block Grant funding for substance abuse services that are urgently needed.

The PART review identified the need for specific management actions. For example, in
response to a PART finding, the program is expediting the posting of disaggregated State specific
descriptive data on the Internet so that the data are fully accessible and transparent to the public.
Also, the assessment found that SAMHSA faces continuing challenges in collecting performance
data. SAMHSA proposed Performance Partnerships will address this problem over time by
implementing new measures, and improving data collection, analysis and utilization. SAMHSA
has developed new performance measures that will be used for making future budget decisions.
SAMHSA has made significant progress with the States in determining performance measures
for the SAPT Block Grant program, and States will begin reporting data in FY 2005. In addi-
tion, SAMHSA has initiated funding for a national evaluation of the Block Grant. Due to these
factors, SAMHSA is requesting a 3 percent increase in the Block Grant for FY 2005.
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External Factors

There are three major external factors that could have a significant impact on performance:
(1) the status of the national economy and related employment figures; (2) the amount of
resources States and communities allocate toward treating and preventing substance abuse and
the collection of corresponding data; and (3) fluctuations in the supply of illegal drugs such as
heroin and cocaine and possibly the availability of new addictive drugs and substances. The
improvement or deterioration in these external factors would likely affect performance results.
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Strategic Goal 2: Enhance the Ability of the Nation’s Health Care System
to Effectively Respond to Bioterrorism and Other Public Health Challenges

HHS has a number of initiatives and programs directed at protecting Americans from bioterror-
ist attacks and other public health challenges. The events of September 11, 2001, and subse-
quent anthrax attacks have reinforced the HHS role in protecting Americans from attacks on our
health and food supply by enhancing preparedness and response capabilities.

The Office of the Assistant Secretary for Public Health Emergency Preparedness (ASPHEP)
was established to direct the Department's efforts in preparing for, protecting against, respond-
ing to, and recovering from all acts of bioterrorism and other public health emergencies that
could affect the civilian population. ASPHEP serves as the focal point within HHS for these
activities, directing and coordinating the development and implementation of a comprehensive
HHS strategy.

The Centers for Disease Control and Prevention has an integral role in strengthening State and
local public health infrastructure to effectively respond to emergencies. The Health Resources
and Services Administration works to prepare hospitals and other medical facilities for the
health consequences of bioterrorism and other mass casualty events. The Food and Drug
Administration works to provide responsive regulatory review of new biodefense medical coun-
termeasures and plays a major role by inspecting high risk domestic food manufacturers and
enhancing food import inspections to protect our Nation's food supply and prevent food borne
illness.

The measures described in this section are representative of HHS progress towards building the
necessary infrastructure to respond to bioterrorist and other public health challenges.
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TERRORISM PREPAREDNESS AND EMERGENCY
RESPONSE PROGRAM

Centers for Disease Control and Prevention/
Agency for Toxic Substances and Disease Registry
FY 2005 Budget Request: $1,110 million
FY 2005 Full Cost Budget Request: $1,114 million

Program Background and Context

In 1998, the Centers for Disease Control and Prevention/Agency for Toxic Substances and
Disease Registry (CDC/ATSDR) began a program to provide technical assistance and funding
to 62 State, local, and territorial public health departments to develop public health infrastruc-
ture, capacity and plans to respond to events of terror. In 2002, shortly after the September 11th
and anthrax attacks, this program, with substantial supplemental funding, grew rapidly into the
agency's Division of State and Local Readiness (DSLR). This program was formerly known as
the State and Local Preparedness Program (SLPP). Given the national security interest in public
health preparedness, the DSLR's Cooperative Agreement with the 62 health departments has
grown significantly in importance and reflects the unique role of CDC within the Federal gov-
ernment to prepare public health to address the impact of all potential hazards that might result
from natural and intentional releases of chemical, biological, radiological, and nuclear (CBRN)
agents, outbreaks of infectious diseases, mass trauma events, and other public health threats and
emergencies.

Since its inception, the DSLR and the cooperative agreement partners have made significant
improvements in readiness and contributions towards achieving the goals and mission of the
CDC Terrorism Preparedness and Emergency Response effort. Recent accomplishments
demonstrate the program's success, as well as how the grantees are leveraging the direct and
technical assistance coordinated by DSLR Project Officers to develop public health infrastruc-
ture, capacity, and plans to respond. One specific example is in the State of New York, where
the New York Department of Health created 38 Public Health Response Teams (PHRTs) with
staff from the State Health Department, 4 State Regional Offices, and the State's 57 local health
departments. Staffing is based on skills and roles/responsibilities, to respond and report on
cases of suspect BT agents. The PHRTs will be the primary organizational structures to engage
in an epidemiological response to a bioterrorist agent.

Program Performance Planning

The Terrorism Preparedness and Response effort has nine goals and 12 performance measures
in the CDC FY 2005 Annual Performance Plan. Several of these measures were developed dur-
ing the DSLR recent Program Assessment Rating Tool (PART) review. The new measures are
targeted to demonstrate more outcome-oriented results and are based on public health depart-
ments' specific abilities to (1) conduct biological laboratory proficiency testing; (2) access
chemical laboratories; (3) operate under surveillance standards; (4) conduct comprehensive
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response testing and exercises with the proper results; and (5) obtain certification to receive
material from the Strategic National Stockpile.

One of the recently developed performance measures, illustrated below, reflects the commit-
ment of the Division of State and Local Readiness to ensuring the cooperative agreement part-
ners have developed complete and scalable plans, that-when exercised-demonstrate their capaci-
ty to respond to emergencies.

v’ 100 percent of State public health agencies improve their capacity to respond to exposure
to chemicals or category A agents by annually exercising scalable plans and implementing
corrective action plans to minimize any gaps identified.

This measure was selected because it is outcome-oriented and specifically demonstrates a part-
ner's capacity to respond to events of terror or public health emergencies, which is a key indica-

tor of the program's success. This is a new performance measure with ambitious targets estab-
lished for FY 2005 - FY 2008.

State Public Health Agencies Improve Their Capacity to Respond
Source: Agency Annual Plan
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Means and Strategies

The mission of the CDC/ATSDR terrorism preparedness and response effort is to prevent death,
disability, disease and injury associated with urgent health threats by improving preparedness of
the public health system, the healthcare delivery system and the public through excellence in
science and services. In support of this mission, DSLR assists its cooperative agreement part-
ners in the development of capacity across the following seven focus areas:

Preparedness Planning and Readiness Assessment;

Surveillance and Epidemiology Capacity;

Laboratory Capacity - Biologic Agents;

Laboratory Capacity - Chemical Agents;

Health Alert Network/Communications and Information Technology;

Communication of Health Risks and Health Information Dissemination; and

Education and Training.
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Within each focus area, HHS has defined both critical capacities needed for baseline levels of
preparedness, as well as enhanced capacities that represent more advanced levels of prepared-
ness and response capability. Working with its project officers and subject matter experts
across CDC/ATSDR, DSLR is employing several key strategies to help States achieve both the
critical and enhanced capacities in each of the defined focus areas. These strategies include:

¢ Guidance which sets forth the focus areas, capacities, and recipient activities which each
public health department should expect to undertake to achieve readiness;
Technical project officer support to help identify solutions to barriers in preparedness efforts;
Team and matrix management of subject matter experts from CDC/ATSDR's centers,
institutes, and offices to help grantees achieve the levels of performance associated with the
new measures finalized from the PART process; and

+ Enhanced reporting to identify areas that challenge grantees so that appropriate assistance
can be provided and leading practices and lessons learned shared to improve preparedness
and planning across all 62 grantees.

Budget and Policy Priorities

In FY 2005, CDC is requesting $1.1 billion in total funding. This funding level is consistent
with FY 2004, and includes programs such as State and Local Preparedness, Upgrading CDC
Capacity, Anthrax Vaccine Research, and the new biosurveillance initiative, which will be a
new advanced approach to infectious disease /human health surveillance. The $130 million
investment in biosurveillance is a redirection of funds of $105 million in the State and local
capacity budget and of $25 million in CDC capacity and anthrax research. CDC's commitment
to State and local preparedness remains strong; between FY 2002 and FY 2004, CDC invested a
total of $2.9 billion in this activity. In FY 2005, CDC has budgeted another $829 million. The
request for CDC preparedness grants to States reflects an effort to accelerate targeted progress
in preparedness. CDC is directing funds to develop surveillance data for States; in the past,
States developed information piecemeal and forwarded information sometime later to CDC for
national assessment.

With on-going investments in FY 2005, CDC will continue to play a critical role in strengthen-
ing the Nation's public health system in preparation for public health emergencies with respect
to natural and intentional releases of CBRN agents, outbreaks of infectious diseases, mass trau-
ma events, and other public health threats and emergencies. With FY 2005 funds, CDC will
build upon these efforts by:

¢ Funding and providing technical assistance to States and communities to engage in
comprehensive preparedness planning and response exercises;
Improving CDC, State and local laboratory capacity to detect biological and chemical agents;
Detecting emerging threats through an information and data collection system that uses
existing national and local sources to detect and monitor and emerging infectious diseases; and
¢ Ensuring health information can reach all clinicians in times of crisis through a comprehensive
network of satellite and other communication capacities.
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PART Review

In 2003, the Centers for Disease Control Division of State and Local Readiness was selected to
undergo the FY 2005 PART review process. This assessment of the program cited deficiencies
in the areas of:

¢ Strategic planning (independent evaluations);

+ Program management (accountability-federal/grantee managers-for cost, schedule and
performance results; sufficient oversight of grantee activities, and annual performance data
made publicly available in a transparent and meaningful way); and

¢ Program results (efficiency goals).

Following the PART review, DSLR developed long-term goals and measures to emphasize a
greater public health impact in the preparedness and response capacity of grantees. The pro-
gram established baselines and developed ambitious, annual targets, for each of the new meas-
ures. CDC awards for State and local preparedness and HRSA awards for hospital prepared-
ness are more performance-focused. Beginning this spring, awardees will be asked to demon-
strate how these major investments have led to tangible improvements in preparedness. For
instance, States may be evaluated against a benchmark that their local and/or State public health
agencies have mechanisms in place to enable submission of emergency reports involving bio-
logical agents 24 hours a day, seven days a week.

External Factors

External factors have a great impact on the program's control and ability to meet performance
goals, of which the greatest factor is the challenge of preparing for the unknown. Challenges to
the achievement of readiness across CDC/ATSDR and with cooperative agreement partners
include the following:

¢  Preparing for the Unknown and Defining Readiness: The most significant challenge is
planning to respond to the unknown. Plans developed by grantees must be developed to
manage all hazards, including biological, chemical, radiological, nuclear, and mass trauma.
The grantee might not have primary responsibility for all hazards, but the management of
any hazard should be managed the same way in the State, triaging the activities to the
appropriate governmental agency.

+ Balancing Terrorism with other Public Health Priorities: Terrorism preparedness and
response efforts have necessitated an unprecedented dedication of resources (financial,

human, equipment, time). At the same time, CDC/ATSDR must maintain its focus upon
the daily public health problems that impact millions of Americans such as obesity, heart
disease and asthma.

¢ Working within Partners' Constraints: The ability of State and local public health departments
to spend cooperative agreement funds is always subject to the budgeting regulations of
their jurisdictions, overlapping and shortened State fiscal calendars in comparison to the
federal fiscal year, complications in contracting, and the lag in receipt of goods and services
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from contractors. In some States, such as Kansas, the State legislature must convene and
vote upon how grant money will be spent, even after the Federal government has approved
budgets and activities. Such regulations may create delays in the grantee's ability to
expend funds within the timeframes set by Federal government regulations.
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TERRORISM AND EMERGENCY RESPONSE PROGRAM
THE STRATEGIC NATIONAL STOCKPILE
Centers for Disease Control and Prevention/
FY 2005 Budget Request: $400 million
FY 2005 Full Cost Budget Request: $400 million

Program Background and Context

The Strategic National Stockpile (SNS) is a national repository of antibiotics, chemical anti-
dotes, antitoxins, life-support medications, IV administration and airway maintenance supplies,
and medical/surgical items. The SNS is designed to provide States the medicines, vaccines, and
supplies to treat those affected by a bioterrorism attack, and prevent the further spread of those
pathogens.

CDC has always administered the SNS and provided scientific leadership. Since March 1, 2003,
the SNS has been owned and financed through the Department of Homeland Security (DHS).
The FY 2005 budget reflects the Administration's plan to return the fiduciary management of the
Strategic National Stockpile to HHS. Both HHS and DHS will be authorized to order deploy-
ment in an emergency. This change will align and parallel the Federal role with the roles of the
State and local public health departments, the lead agencies for planning and deployment of the
SNS assets. HHS has a long history of strong relationships with State and local public health
officials, who rely on the scientific and clinical expertise that exists in HHS. This change will
clarify for State and local officials a single Federal focal point for both strategic stockpile oper-
ations and public health emergency response.

The SNS is organized for flexible response. The first line of support lies within the immediate-
response, 12-hour Push Packages. Each of the dozen 12-hour Push Packages includes pharma-
ceuticals, antidotes, and medical supplies. The packages are designed to provide rapid delivery
of supplies in the early hours of a catastrophic event. They are strategically located in secure
warehouses ready for immediate deployment to a designated site within 12 hours of the federal
decision to deploy. If the incident requires additional pharmaceuticals and/or medical supplies,
follow-up Vendor Managed Inventory (VMI) supplies are shipped to arrive within 24 to 36 hours.
If the agent responsible for the catastrophic event is well defined, VMI can be tailored to pro-
vide pharmaceuticals, supplies and/or products specific to the suspected or confirmed agent(s).
In this case, VMI could act as the first option for immediate response from the SNS.

Program Performance Planning

The SNS Program measures its performance in delivering SNS assets and technical support to
the scene of a directed deployment through regular exercises and, as in September 2001, in
response to actual terrorist events. The SNS Program thoroughly analyzes its performance
following each of those activities, assisted by outside consultants, and continues to take actions
that will strengthen its response. The program measures performance in State-level preparedness
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by monitoring the development of SNS Preparedness functions believed necessary to effectively
manage and use deployed SNS assets. Currently there are 12 SNS Preparedness functions.
Progress toward function development, as well as overall impact on the ability of the State to
perform in an SNS deployment, is carefully measured on an ongoing basis. Following is a key
performance measure of the SNS Program:

v’ 100 percent of State public health agencies are prepared to use material contained in the
Strategic National Stockpile as demonstrated by the evaluation of standard functions as
determined by CDC.

Means and Strategies

The SNS Preparedness Program Plans have 12 critical functions that must be addressed to
effectively use SNS assets. CDC describes these functions in a comprehensive planning guide
and video which are available to grantees. To enhance SNS Preparedness Program planning
efforts, the SNS Program maintains a staff of Program Services Consultants who provide ongoing
technical advice and assistance to all 62 states and large cities that receive CDC BioTerrorism
grants and provide the following services:

-Annual technical review of applications for funding with feedback and recommendations
-Annual site visits and assessments of SNS preparedness

‘Evaluations of new facilities designated to receive SNS material

‘Quarterly training courses

‘Exercise support as requested by the Project Area

* 6 ¢ o o

Budget and Policy Priorities

In order to clarify for State and local officials a single Federal focal point for both strategic
stockpile operations and public health emergency response, the SNS appropriation will be
returned to the Department of Health and Human Services, and administration will remain at
the CDC. This change will align and parallel the Federal role with the roles of the State and
local public health departments, the lead agencies for planning and deployment of the SNS
assets. HHS has a long history of strong relationships with State and local public health officials,
who rely on the scientific and clinical expertise that exists in HHS. HHS is requesting

$400 million for the Strategic National Stockpile for FY 2005, this is an increase of $2.4 million
over FY 2004.
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External Factors
The following factors external to the SNS Program affect or have affected the program:

¢ State budget decisions may affect progress toward SNS Preparedness Program development
in a number of project areas;

¢ Preparedness efforts in 2002-2003 focused heavily on planning and preparation for
smallpox vaccination campaigns. Preparedness for the use of other SNS assets is not as far
along.

Several vital SNS-approved pharmaceuticals are only available from a single domestic manu-

facturer. When that manufacturer experiences production or quality problems the product can
suddenly be in short supply or unavailable.
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BIOTERRORISM HOSPITAL PREPAREDNESS PROGRAM
Health Resources and Services Administration
FY 2005 Budget Request: $476 million
FY 2005 Full Cost Budget Request: $476 million

Program Background and Context

The Bioterrorism Hospital Preparedness Program, which is part of the President's Homeland
Security Initiative, has the goal of readying hospitals and supporting health care systems to
deliver coordinated and effective care to victims of terrorism and other public health emergen-
cies. The program is designed to enable State and regional planning among local hospitals,
emergency medical services systems, health centers, poison control centers, and other health
care facilities to improve their preparedness to work together to combat terrorist attacks and
deal with infectious disease epidemics and other public health emergencies. Through coordination
efforts on both the State and Federal levels, the hospital preparedness plans have also been
linked with State and local public health preparedness planning funded by the Centers for
Disease Control and Prevention, and, where applicable, the Metropolitan Medical Response
Systems funded by the Department of Homeland Security.

This program was newly established and funded in FY 2002. A major accomplishment was the
successful and expedient award of funding to 59 eligible entities in this first year in response to
the national emergency heralded by the anthrax attacks in late 2001. These funds enabled
awardees to set up hospital preparedness offices with bioterrorism coordinators and medical
advisors, begin their needs assessments of hospital preparedness and begin development of
regional preparedness plans. In FY 2003, 62 awards were made to assist awardees to further
develop and implement regional preparedness plans. The program has also awarded a contract
to establish a national resource center for bioterrorism hospital preparedness. This resource
center will serve as a central repository of information, tools, best practices, and technical assis-
tance available to awardees as they implement their work plans.

Communication is a key factor in preparedness. Data from progress reports indicate that all
jurisdictions are putting in place mechanisms that address gaps in the communications systems
among hospital emergency departments, outpatient facilities, EMS systems and State and local
emergency management, public health and law enforcement agencies, and poison control centers.
Preliminary data from a recent hospital preparedness survey indicate that 95 percent of the hos-
pitals surveyed had a mechanism in place for rapid receipt and posting of public health alerts.

Program Performance Planning

The Bioterrorism Hospital Preparedness Program has five performance goals for FY 2005 that
are represented by performance measures covering the following areas: planning and imple-
mentation of plans for regional preparedness to address surge capacity due to a terrorist attack

or other public health emergency; ability to secure and distribute pharmaceutical resources
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required in such emergency events; assessment, acquisition and provision of training related to
chemical and radiological response equipment; and demonstration of ability to evaluate, diag-
nose, and treat adult and pediatric patients in a catastrophic public health emergency. Four of
the program's five measures were developed during the FY 2005 PART review process. Data on
performance will be obtained from awardees' progress reports, reports of annual drills, and
evaluation reports. Information will be validated through site visits and other monitoring and
certification procedures by HRSA. HRSA continues to develop and refine measures to deter-
mine program success through the PART review process and other evaluation activities. This
process will continue over the next year as HRSA integrates its performance and budget
processes.

One key performance measure for this program is:

v’ Increase the percent of awardees that have developed plans to address surge capacity to
100% by FY 2005.

Percent of Awardees with Plans to
Address Surge Capacity
(Source: Progress Reports to HRSA)
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A terrorist attack or other large-scale emergency could result in a demand for health care that
could rapidly overwhelm the resources in a specific region. Surge capacity is the ability to
accommodate a large and rapid increase in the number of persons requiring care. It is a major
issue for hospitals across the Nation, and is a key to preparedness for biological, chemical,
radiological, or explosive incidents, as well as other public health emergencies such as epi-
demics of infectious diseases or related disorders. The requirement to develop plans to address
surge capacity to deal with potential terrorist and other threats is based on the concept that
improved outcomes can be achieved when critical components of preparedness are formalized
in a plan and organized into a system of care.

With regard to surge capacity, program grantees will address the following issues: (1) hospital
bed capacity for both adults and children, (2) capacity for isolation and referral of patients with
communicable infections, (3) appropriate staffing, (4) antibiotic and vaccine treatment of adult
and pediatric biological exposures, (5) antidote and prophylactic treatment for chemical and
radiological exposures, (6) personal protective equipment, (7) capacity for trauma and burn
care, (8) capacity for mental health care, (9) communications and information technology, and
(10) capacity for mass mortuary activities.
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The baseline estimate, developed from awardees' progress reports, is that 59 percent of
awardees had developed plans in FY 2003 for a potential epidemic involving at least
500 patients per million population in their jurisdictions. The target for FY 2005 is that
100 percent of awardees will have developed surge capacity plans.

Means and Strategies

In FY 2003, cooperative agreements were made with 62 entities, including 50 States, the
District of Columbia, Puerto Rico, three municipalities (New York City, Chicago and Los
Angeles County), the Commonwealth of the Northern Mariana Islands, the territories of the
Virgin Islands, Guam and American Samoa, the Federated States of Micronesia, and the
Republics of Palau and the Marshall Islands. During the first year of the program (FY 2002),
the major emphasis in awardees' plans was assessing needs. The program's focus is now on
helping awardees to implement their plans to improve surge capacity based on identified needs.

Coordination among hospitals and related service providers and the enhancement of infrastruc-
tures are important strategies to enable the health system to mount a collective response with a
seamless interaction of various capabilities. Coordination activities also include coordination
with the CDC Bioterrorism program in such areas as the development of a statewide incident
management system. Other means and strategies include the requirement that awardees address
the education and training of health care professionals involved in terrorism response and conduct
terrorism preparedness exercises and drills to test the preparedness systems that are developed.

Budget and Policy Priorities

The budget request for FY 2005 is $475.9 million, which includes administrative expenses.
Thus, the FY 2005 full cost estimate is also $475.9 million. The budget request is $39 million
below FY 2004. Between FY 2002 and FY 2004, a total of $1.2 billion has been made avail-
able for these efforts in States, Territories, and certain municipalities. This program continues
to be funded in the Public Health and Social Services Emergency Fund, with funds transferred
to HRSA.

Prior to this program, there was little public expenditure on hospital and associated health sys-
tem planning and infrastructure enhancements for responding to mass casualty biological,
chemical, radiological, and explosive incidents. Few, if any, hospitals were equipped to handle
such events. The FY 2005 budget for the Bioterrorism Hospital Preparedness Program will
help to ensure the provision of medical and public health services if these events occur. The
requested funds will allow the program to build upon the needs assessments and implementa-
tion plans developed by awardees during FY 2003 and FY 2004. HRSA will continue to review
regional hospital and public health system preparedness plans and their associated renovation
and equipment expenditures, and will monitor progress to ensure that funds are used appropri-
ately and that goals are met.
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PART Review

A PART review of the Bioterrorism Hospital Preparedness Program was conducted for the

FY 2005 budget. The program was given a rating of Results Not Demonstrated. The assess-
ment found that the purpose and importance of this effort are clear and that the effort is well
coordinated with other Federal preparedness efforts. The review also noted that the program
has not yet demonstrated results due to its relative newness and the inherent difficulty in meas-
uring preparedness against an event that does not regularly occur. This program, which was
only 18 months old at the time of the review, has made significant progress in a very short time.

One concern identified by the assessment is that the distribution formula may not be optimal
because it does not consider varying threat levels or states of preparedness. HHS is developing
a plan to review the formula and will consider whether the current formula could be improved
by including indicators such as level of risk or preparedness. Issues related to evaluation and
dissemination of performance information will continue to be addressed as the program moves
forward. The PART scores for program purpose, planning and management, and the recogni-
tion that the program is too new to adequately assess results warrant the funding investment
requested in the FY 2005 budget.

External Factors

There are a variety of factors that make it complicated to develop surge capacity at the regional
level. Among the most significant of these are the following:

+ It may be relatively easy for an individual hospital to develop surge capacity, but it
becomes much more difficult when this is done on a regional basis. Hospitals need to be
identified as to their strengths and weaknesses, and the regional system built on that assessment.
There will need to be an effort to avoid duplication. Not every hospital needs every
capability.

¢ There is a need to link the hospital system to the public health infrastructure. These two
communities have not always had a close pattern of communications and cooperation. In
the event of an attack, the health care system will have to be able to mount a collective
response with seamless interaction between the State and local health departments,
hospitals and other health care entities.

+ Even though it may be possible to supplement the number of hospital beds, one of the most
difficult issues is identifying staff that can provide appropriate services. There are issues of
credentialing, licensure and the general availability of additional staff.

¢ The needs for surge capacity may be quite different in a situation involving infectious
diseases (e.g., need for isolation beds) vs. a situation involving a mass trauma event.
Planning for surge capacity requires planning for a variety of scenarios.
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FOODS PROGRAM

Food and Drug Administration { _f/
FY 2005 Budget Request: $470 million \ @

FY 2005 Full Cost Budget Budget Request: $571 million

Program Background and Context

The Food and Drug Administration's (FDA) Foods Program is responsible for ensuring a safe,
nutritious, wholesome, and honestly labeled food supply for the American public. As one facet
of upholding this responsibility, the Foods program operates an import inspection and enforce-
ment program through the Office of Regulatory Affairs (ORA) that is responsible for ensuring
the safety of food products that are imported into the United States.

Imports of all FDA-regulated products have been increasing over the last several years. By the
end of 2005, it is expected that approximately 10.7 million import line entries will be received.
In FY 2001 alone, there were over 70 line entries of items including food products that have
been implicated in prior disease outbreaks; food products that could pose a health threat if not
processed and handled properly. While FDA used risk-based criteria to identify which import
lines among millions should be examined or sampled, it also relied heavily on the inspectors'
intuitive judgment. The lessons learned by many import inspectors are lost to the Agency
because the import systems do not track the results of decisions in relation to the product
implicated. Consequently, when an importer or exporter shifts business from one U.S. port to
another, the Agency often must re-learn the lessons learned in the previous port of entry. The
Agency's existing systems are unable to receive data that relates to the chain of supply or distri-
bution and shipping data of FDA imports. These weaknesses make it difficult to implement
recent amendments to FDA import inspection authority and to facilitate the importation of products
that comply with FDA law and regulations.

Although FDA has increased the number of field examinations of food imports from approxi-
mately 34,000 to over 78,000 over the last two fiscal years, the actual percentage of examined
foods compared to food imports only slightly increased due to the rates of increase of FDA
regulated imports. These inspections must be better targeted toward the greatest risk, which
requires information system integration and risk-based screening enhancements, to enable the
Agency to manage the volume of imported products.

Program Performance Planning

While the Import program at FDA is extensive, this particular goal has only one performance
measure. This performance measure is designed to maximize imported product coverage
through risk-based targeted inspections. Data collected from the Field Data Systems enable the
Agency to determine if targets for the program are being met. The performance measure is listed
below:
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v Perform 97,000 physical exams and conduct sample analyses on products with suspect
histories.

Physical Exams and Sample Analyses On
Products With Suspect Histories
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In FY 2005, FDA will focus much of its resources on examination and follow-up on import
shipments that pose the highest potential risks to the U.S. consumer and market. By FY 2004
and FY 2005, FDA expects that the new personnel brought on board in FY 2002 and FY 2003
will have achieved the training and experience necessary to perform tasks consistent with
FDA's Import Strategic plan and domestic inspection responsibilities. Thus levels for food
import field examinations are targeted at 97,000.

This target is ambitious because beginning in FY 2004 FDA will be developing a more robust
physical examination approach that merges the assessment of information integrity with the
safety and security of the product. By FY 2005, FDA will have in place a new version of the
import field exam. The new exam will routinely include: verification that the imported product
is the same as that which was declared; assessment of security concerns related to labeling and
source country; and traditional safety concerns. More importantly, these new exams will be
conducted on import entries selected using a more rigorous risk assessment and management
rubric.

Means and Strategies

Given the continuing explosion in number of import shipments, FDA cannot keep pace with the
increasing volume by simply expanding the number of physical examinations. Rather, a signif-
icant effort will be launched to develop the appropriate knowledge-based approaches that will
assure that FDA is, in fact, addressing the most serious risks. Some strategies for improvement
include:
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¢ Filer Evaluation Field Audits: The import filer transmits the required shipment-specific
FDA data into the Automated Commercial System, a U.S. Customs comprehensive tracking
system used for law enforcement. Within several minutes, the filer receives notification that
either their shipment has been released or FDA wishes to review it. This system provides
FDA with immediate data on imported products, provides information on potential
problems, and maintains national historical data files to develop profiles on specific
products, shippers, and manufacturers. Eventually all filers processing entries through
Customs' ACS will provide FDA information electronically. Periodically the Operational
and Administrative System for Import Support, or OASIS, selects a filer to audit, to ensure
the accuracy of the transmitted information. These audits of submitted data are done on a
periodic basis depending on the number of entries, quality of the data and other factors;

¢+ Implementation of program with Canada and Mexico to enhance advanced identification of
transshipped cargo. This program will give advance notification of cargo which will be
transported through the United States, but will not be sold in the United States; and

¢ Expanding in-bond entry evaluation including performing examinations of in-bond entries
at port of arrival and port of entry or export.

The Import Physical Exam goal enhances and improves risk-based targeting of FDA import
inspection and enforcement activities toward imported articles that pose the greatest risk to pub-
lic health, safety and security, and reducing regulatory burdens on importers who have consis-
tently demonstrated an ability to assess, mitigate, and manage such risks.

Budget and Policy Priorities

Total funding for the FDA Foods program in FY 2005 is $470.4 million, an increase of

$59.7 million over FY 2004. In FY 2004, FDA will develop a more robust import physical
examination approach that merges the assessment of information integrity with the safety and
security of the product. With the FY 2005 increase, FDA will implement a new version of the
import field exam. The new exam will routinely include: verification that the imported product
is the same as that which was declared; assessment of security concerns related to labeling and
source country; and traditional safety concerns. More importantly, these new exams will be
conducted on import entries selected using a more rigorous risk assessment and management
rubric. The full cost of operating the imports program is $571.0 million in FY 2005 and

$504.2 million in FY 2004. The FDA imports program supports the Department's strategic goal
of Enhancing the ability of the Nation's health care system to effectively respond to bioterrorism
and other public health challenges by protecting our Nation's food supply from potential
terrorist attacks and threats.
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PART Review

The FY 2004 PART shaped FDA FY 2005 planning and budgeting processes by focusing on
improving program performance and accountability, and by identifying potential outcome goals
and funding strategies. The development of the long-term outcome goals continued during the
strategic planning process and culminated with several goals presented during the FY 2005
PART review and incorporated into the initial budget submission to HHS.

The FY 2004 PART noted insufficient Office of Regulatory Affairs effort in a few areas, includ-
ing foods and medical devices. FDA has taken steps toward improvement and has used PART
ratings to strengthen its budget decisions.

The risk of imported products has long been a concern of FDA given the continuing explosion
in the number of import shipments to this country. It is also an important part of the Agency's
efforts to support the President and Secretary's goal of reducing the terrorist threat to the
American public. The FY 2005 President's Budget reflects the increasing priority of this goal,
and FDA has taken action by increasing the number of physical exams from 12,000 in FY 2001
to the target of 97,000 in FY 2005.

External Factors

FDA is monitoring regulated products in an environment that has become significantly more
complex over the past several years. Contributing to this change are the growth in international
trade leading to a tripling of imports during the past 10 years; much more technologically complex
and diverse products both domestically and internationally; and increasing use of the internet by
industry to develop, distribute and market their products.
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Strategic Goal 3: Increase the Percentage of the Nation’s Children and
Adults Who Have Access to Health Care Services, and Expand Consumer
Choices

Disparities in health care and health status within the U.S. population are of great concern to
HHS. The Department is working to expand health care to all. In response to the need for a
subsidized prescription drug benefit, and better insurance protection, Congress passed the
Medicare Prescription Drug, Improvement, and Modernization Act (MMA). The Act phases in
the prescription drug benefit in FY 2004. The full benefit begins in FY 2006. HHS also seeks
to improve satisfaction among Medicare beneficiaries, increase the number of children enrolled
in the State Children's Health Insurance Program (SCHIP) and Medicaid, and expand the health
care safety net. The FY 2005 budget request will continue to expand access to critical health
care services for the uninsured, especially in underserved rural and urban areas.

HHS is committed to raising awareness among minority communities about major health risks
prevalent in their specific populations and providing access to information on how to reduce
these risks. This commitment also includes efforts to promote cultural competence among prac-
titioners, thereby reducing communication barriers between health care providers and their
patients. HHS will continue to conduct and support research to find underlying causes of racial
and ethnic health disparities and develop and disseminate effective strategies to reduce them.

HHS will expand access to health care services for targeted populations with special health care
needs. HHS will continue targeted efforts to promote organ donation, disseminate Ryan White
CARE Act resources to underserved communities and uninsured people, support the develop-
ment of additional mental health services, and provide outreach to children with special health
care needs.

The measures under this goal are indicative of continuing strides HHS is making towards
increasing access to health care. Programs included for measurement are the Medicare,
Medicaid and SCHIP programs, the Health Center Program, and the Indian Health Service
National Diabetes Program.
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MEDICARE
Centers For Medicare & Medicaid Services
FY 2005 Budget Request: $324,597 million
FY 2005 Full Cost Budget Request: $330,805 million

Program Background and Context

Medicare was enacted in 1965 to extend affordable health insurance coverage to the Nation's
most vulnerable population, the elderly. In 1972, Medicare was expanded to cover the disabled.
The Centers for Medicare and Medicaid Services (CMS) administers Medicare, the Nation's
largest health insurance program, which covers more than 41 million Americans. For nearly
four decades this program has helped pay medical bills for millions of Americans, providing
them with comprehensive health benefits.

The CMS mission is to "assure health care security" for its program beneficiaries. Medicare
provides health insurance coverage to the elderly and disabled, ensuring access to the same high
quality health care services as the under-65 population. The elderly have health care costs four
times that of the under 65 population. The disabled have high total health care expenditures
similar to the aged population. Medicare provides a significant public subsidy to finance these
health care costs. In the absence of the Medicare program, the elderly and disabled genera