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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.

VALUES

To deliver results that are useful both to the people and communities that
are directly served by the Department's programs and to the taxpayers
Who pay for these programs. . ... ... o e e Deliver Results

To be an accountable steward of the Department's programs and enhance
the efficiency and quality of the servicesprovided. . ........... ... ... .. . i, Be Accountable

To focus on health promotion and the prevention of disease and social
problems, including the prevention and correction of unlawful discrimination
inthe provision of healthand human services. . ........... ... ... ... Focus on Prevention

To create useful, effective forms of collaboration with partnersin regulation,
research, service delivery, and management. ............ ... i, Create Collaborations

To provide accurate, reliable, understandable, and timely information to
OUr partners and CUSIOMENS. . ...ttt ettt et ettt et et ae s Provide Information

To apply the most current scientific knowledge when making decisions
that affect publicwell-being. ....... ... .. Seek Scientific Knowledge

To foster flexibility and encourage innovation in the effective delivery of
health and human servicesprograms. .............c.cciiiiiennnnnn. Foster Flexibility and I nnovation

To maintain a work environment that encourages creativity, diversity,

innovation, teamwork, accountability, continuous learning, a sense of

urgency, enthusiasm, trust, celebration of achievement, and the highest

ethical standards. ...........co i Maintain a Creative Work Environment

To work as a single corporate entity with a "One HHS' approach to
0% T2 10 1= 0 | Work as“One HHS’

Overview 3 Overview
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HiIGHLIGHTS OF HHS ACCOMPLISHMENTS
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24,928

70,926

86,000

293,500

5,800,000

7,800,000

12,400,000

30,000,000

42,000,000
42,900,000

Percent of Head Start teachers who held an AA, BA, Advanced Degree, or adegreein afield
related to early childhood education in FY 2004. (ACF)

Percent of American Indian/Alaska Native patients over 65 who have received a pneumovax
immunization as of FY 2004. (IHS)

Percent of original generic drug applications reviewed and acted on by the Center for Drug
Evaluation and Research within six months of submission. (FDA)

Percent of children receiving services under the Comprehensive Community Mental Health
Services for Children and Their Families program who attended school 75 percent or more of
thetimein FY 2004. (SAMHSA)

Number of homes of American Indian/Alaska Native patients receiving appropriate sanitation
during FY 2004. (IHS)

Number of field examinations of imported food by the Center for Food Safety and Applied
Nutrition and Office of Regulatory Affairsin FY 2004 (a 6-fold increase from 12,000 field
import examinations conducted in FY 2001). (FDA)

Number of individuals receiving essential HIV/AIDS medications at least one month of the
year during FY 2003 through the AIDS Drug Assistance Program. (HRSA)

Number of severely disabled elders receiving home-delivered mealsin FY 2004, allowing
them to remain in their homesin the community. (A0A)

Number of children enrolled in the State Children's Health Insurance Program in FY 2003.
(CMS)

Number of single nucleotide polymorphisms (SNPs) discovered by 2004 — 4.8 million more
than originally planned. (NIH)

Number of people who accessed primary and preventive health care through the Health
Centers program in FY 2003 —a 20 percent increase since FY 2001. (HRSA)

Number of Americans who will be protected from the effects of anthrax exposure through
purchases of antibiotics from the Strategic National Stockpile made in 2004. (CDC)

Number of individuals covered by Medicare in FY 2004. (CMS)

Number of poor and disabled individuals provided medical assistance by Medicaid in FY 2004.
(CMYS)

Overview




OVERVIEW

FY 2006 HHS Annual Plan _/f
‘1} -

The FY 2006 HHS Annual Plan presents an overview of al of the HHS agencies

FY 2006 performance budgets, describes plans for the coming fiscal year, and
summarizes HHS accomplishmentsin integrating budget and performance. The individual
FY 2006 performance budgets provide performance information to improve budget and
program management decisions.

The FY 2006 HHS Annual Plan meets the reporting requirements of the Government
Performance and Results Act (GPRA). The HHS Annual Plan illustrates the linkages
between the HHS performance budgets and the HHS Strategic Plan, as wdll as highlighting
anumber of programs that demonstrate the work HHS is doing in support of each of the
eight HHS strategic goals.

The FY 2006 HHS Annual Plan includes;

+ Anoverview describing how HHS devel oped a new performance budget and
HHS' approach to planning and performance;

¢ Anupdate on the President's Management Agenda at HHS;
+ A presentation of the HHS budget by strategic goa with program highlights;

+ Detailed program narratives describing the progress selected programs are
making in support of HHS strategic goals; and

+ An appendix that display the HHS discretionary budget by eight strategic goals.

In the program narratives, each program describes how it measures results and includes
one or more illustrative performance measures. These measures provide a basis for
comparing actual program results with established program performance goals. Each
program in the FY 2006 HHS Annua Plan:

+ Presents the program level budget and the projected full cost of the program.

+ Describes the program's background, context, and purpose including the need
that the program addresses.

+ |dentifies specific goals and targets established by the program and discusses
whether they have been met or plans to meet them in the future.

+ Highlights an example of the performance measures that define the level of
performance to be achieved by the program.

+ Presents the results of the Program Assessment Rating Tool (PART) review
(when applicable) including a discussion of PART recommendations.

+ Discusses externa factors affecting program performance.
+ Includes a concise description of the program's budget.

5 Overview
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PLANNING AND PERFORMANCE AT HHS

As one of the largest Federal agencies, the Nation's largest health insurer, and the largest grant-making agency in
the Federal government, HHS manages over 300 programs that serve to improve the health and well-being of the
American public. HHS programsimpact all Americans by providing health and socia services, funding biomedical
research, and protecting the public health. The Office of the Secretary has responsibility for providing overall
policy guidance and direction to the Operating Divisions (OPDIVs) in achieving the Department's strategic goals
and objectives.

HHS serves Americans in coordination with partners in States and local communities. Therefore, the strategic
goals, performance goals, and program results reflect the combined commitment and effort of HHS programs
and their State, local, Tribal, and non-governmental partners.

In FY 2004, HHS updated its
Strategic Plan, identifying
eight strategic outcome goals
for accomplishing the
Department's mission for

FY 2004 - 2009. These goals,
and accompanying objectives,
provide the focus for HHS
investments of effort and
resources over the next five
years based on Secretarial
priorities across diverse HHS
programs and activities.

/ OPDIV
Goals & Obiectives °

HHS uses strategic planning,
HHS Strategic annual performance planning,

. . and the annual budget process
Goals& Obiectives asthe tools for reviewing

program priorities and
harmonizing program activities.
Updated every three years, the
HHSMission strategic plan is a key
component of performance
management and budget and
performance integration at
HHS. It provides the overarching long term goals and framework for the Department's OPDIV's and Staff
Divisions (STAFFDIVs) to use on an annua basis to create performance budgets. In turn, the performance
budgets establish the resource needs of HHS programs and demonstrate the results that Americans can expect
from their investment in these programs. The performance budgets also report on past performance of al

HHS programs.

In exercising its role of providing policy guidance and leadership for the Department's OPDIV's, HHS produces
an Annual Plan, which combines performance and budget information, using illustrative programs to describe
the work HHS is doing and planning to achieve our strategic goals. The Annual Plan describes the plans for
HHS investments of effort and resources for the coming fiscal year as they relate to the five year strategy described
inthe Strategic Plan. At the close of each fiscd year, HHS produces a Performance and Accountability Report
(PAR), which incorporates audited financial statements with performance and management results for the year.
The PAR uses the same approach as the Annua Plan, highlighting illustrative programs to describe HHS perform-
ance. Together the Annua Plan and the PAR congtitute an annual review and planning process for HHS programs.

Overview 6



FY 2006 HHS Annual Plan _/f
-‘} —

EVALUATION AND ASSESSMENT

Every year, HHS conducts eva uations to determine program effectiveness, develop performance measures,
assess environmental impacts on health and human services, and improve program management. The results of
these program evaluations are used by HHS program managers in the annual planning and budget process. The
Department also prepares a series of annual reports, at the direction of Congress, describing these evaluation
activities: the Research, Demonstration, and Evaluation reports; Public Health Service Evaluation Set-aside
reports; and Performance improvement reports.

During the FY 2004 budget formulation process, the Program Assessment Rating Tool (PART) was introduced to
assess the effectiveness of al Federal programs. Its overall purpose is to improve program performance and to
influence the budget formulation. HHS utilizes PART to inform management and budget decisions, including
the FY 2006 Secretary's Budget Council meetings and the FY 2006 Congressional Justifications. Additionally,
HHS established a PART Recommendation tracking process to ensure that recommendations made through the
PART were being used to improve program performance. Several programs have used PART to update their
strategic plans and performance goals.

During the FY 2006 budget process, 22 HHS programs were reviewed using PART, accounting for four percent
of the FY 2006 budget request. Since FY 2004, 65 programs, representing 74 percent of HHS FY 2006
budgetary resources, have been reviewed by PART. Forty-seven HHS programs received arating of Adequate,
Moderately Effective, or Effective. More detailed information on the FY 2006 PARTs reviews s provided in the
individual program narratives sections.

THE HHS PERFORMANCE BUDGET

Consistent with the Budget and Performance Integration initiative of the President's Management Agenda, in
FY 2006 HHS produced its first performance budgets. In this new format the Department moves from the
traditional approach of presenting separate budget justifications and performance plans to the use of one
integrated document to present both budget and performance information. Combining budget and performance
information together in an integrated fashion enhances the availability and use of program and performance
information to inform the budget process.

7 Overview
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UPDATE ON THE PRESIDENT’'S MANAGEMENT AGENDA AT HHS

The PMA provides aframework for improving the management and performance of the federal government.
Through implementation of the PMA, HHS has taken significant steps to institutionalize its focus on results and
achieve improved program performance that is important to the HHS mission and the American taxpayer.

The following provides an update on PMA initiatives at HHS.

Department of Health and Human Services FY 2006
President’s Management Agenda

INTIATIVE STATUS PROGRESS HIGHLIGHTS
Strategic Green Green Progress.
M anagement of = Consolidated its human resources (HR) personnel
Human Capital O Q into four centers and has achieved greater

accountability through its employee appraisals and its
Strategic Management System.

= |Implemented a number of initiatives to improve the
skills and abilities of its workforce, including HHS
University and the Emerging Leaders Program.

Upcoming Action:

= Reduce skills imbal ances through workforce
reshaping and developmental programs.

= |mplement HR Accountability programin al HHS

HR Centers.
Competitive Green Green Progress:
Sourcing =  Completed eight standard public-private competitions
O O in an average of 12 months or less, meeting the new
time standard.

= Conducted competitive sourcing studies for almost
25 percent of its commercial activitiesand is
anticipated to yield annual savings of $40M+ for the
greater benefit of HHS programs and the American
taxpayer.

Upcoming Action:

= Develop and implement an FY 2005 competition plan
designed to maximize efficiencies and savings.

= Structure competitions to realize positive net savings.

= Finalize and implement savings validation plan.

Overview 8
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Department of Health and Human Services FY 2006

President’s Management Agenda

INTIATIVE

Improved
Financial
Performance

STATUS

Red

PROGRESS

Y ellow

O

HIGHLIGHTS

Progress:

= Streamlined and accelerated the annual financial
reporting process, making financial information more
useful in decision-making.

» Combined annual audited financial statements with
program performance information in the
Department’ s Performance and Accountability
Report.

= Initiated an HHS-wide analysis to identify the extent
to which financial and performance information is
used to support “ day-to-day” management decisions.

Upcoming Action:

= Continue progressin UFM S development and
implementation.

» Maintain HIGLAS schedule to remove material
weaknesses and FFMIA non-compliance by FY 2007.

Expanded
Electronic
Government

Yellow

Yellow

Progress:

= Implanted Earned Value Management to track and
manage information technology investments. More
than 95 percent of HHS' information systems have
certified and accredited security plans.

= Deployed the “ Secure One HHS’ program to raise
compliance with security mandates, better security,
and better systems at HHS.

= Published an Enterprise Architecture linking
performance to strategic and capital planning and
budget processes.

Upcoming Action:

= Execute the Earned Value Management Roadmap to
achieve 100 percent American National Standards
Ingtitute.

= Strengthen the Federal Information Security
Management Act plan of action and milestone
process within each Agency.

= Establish a system-to-system interface with Agencies
and work with grant-making Agencies to establish a
schedule for placing grant applications on Grants.gov
Apply mechanism.

Overview
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President’s Management Agenda

INTIATIVE STATUS
Budget and Yellow
Performance
Integration O

PROGRESS

Green

©

Department of Health and Human Services FY 2006

HIGHLIGHTS

Progress:

Designed anew FY 2006 integrated performance
budget by forming a design team with a budget and
performance representative from each HHS Agency.
Completed 22 PART assessmentsin FY 2006, for a
total of 65 assessed programs from FY 2004-2006
representing 74 percent of the total HHS budget.
Implemented a tracking process to follow-up on
PART recommendations.

Developed and piloted a methodology for calculating
marginal cost.

Upcoming Action:

Develop a quarterly reporting mechanism for each
Agency to demonstrate how performance
information is used to make budget decisions.
Expand the use of marginal cost.

Refine and improve the integrated performance
budget for FY 2007.

Strengthen the measures used to track program
performance, including efficiency measures.

In addition to the five management initiatives, HHS contributes to the following program initiatives.

PMA Program Initiatives: Status Progress
Broadening Health Insurance Coverage through State Yellow Green
Initiatives Q Q
Eliminating Improper Payments' Red

Real Property Asset Management Red Green
Faith Based and Community Initiative Yellow Green

! Because thisisthefirst quarter that agency efforts were rated, progress scores were not given.

Overview
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HHS BUDGET BY STRATEGIC GOALS

In FY 2004 HHS updated its Strategic Plan identifying eight strategic outcome goals for accomplishing the
Department's mission for FY 2004 - 2009.

The Strategic Plan contains the following Strategic Goals:
Strategic Goal 1 - Reduce the major threats to the health and well-being of Americans.

Strategic Goal 2 - Enhance the ability of the Nation's health care system to effectively respond to terrorism
and other public health challenges.

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

Strategic Goal 4 - Enhance the capacity and productivity of the Nation's health science research enterprise.
Strategic Goal 5 - Improve the quality of health care services.

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

Strategic Goal 7 - Improve the stability and healthy development of our Nation's children and youth.
Strategic Goal 8 - Achieve excellence in management practices.

The work of each HHS OPDIV and STAFFDIV contributes to achieving the Department’ s eight strategic goals.
The charts below show a breakdown of the total HHS budget and discretionary budget by HHS strategic goal.
The total HHS budget is nearly $661 billion (in program level) of which approximately 89 percent is mandatory
spending and 11 percent is discretionary. Medicare and Medicaid account for almost 93 percent of the total

Percent of Total Percent of Discretionary
HHS Budget by Strategic Goal HHS Budget by Strategic Goal

Goal 1
f 1.2%
 Gial 2
T 0.6
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mandatory level and both programs support HHS Strategic Goal 3 — Increase the percentage of the Nation's
children and adults who have access to hedlth care services, and expand consumer choices.. As aresult, the total
budget by strategic goa table is heavily influenced by the size of the Medicare and Medicaid programs.

The HHS discretionary budget totals $71.2 billion (in program level). Each OPDIV carefully assessed their
budget in terms of the Department's eight strategic goals, which is displayed in the discretionary pie chart.
OPDIVs allocated major program activities to a primary, or core, strategic goal, as opposed to allocating
programs across multiple goals. This display should not be used to determine how much each program activity
contributes to any one strategic goal since programs may in reality contribute to a number of strategic goals.

For a more detailed account of OPDIV discretionary budget by HHS Strategic Goals, refer to this document’s
appendix.

PROGRAM HIGHLIGHTS BY STRATEGIC GOAL

The following includes the highlighted programs and performance goals in the FY 2006 HHS Annual Plan and
the Department Strategic Goals they support. Greater detail is provided in each program narrative.

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 efforts to prevent and control the spread of
HIV infections in the United States by engaging in surveillance, research, intervention, capacity building, and
evaluation activities. CDC has launched a new initiative, Advancing HIV Prevention (AHP), which has funded
health departments, medical providers, and community-based organizations to develop models and demonstrate
approaches that address AHP strategies. Through this program and CDC's other domestic HIV prevention
activities, CDC will work to reduce the mgjor threats to the health and well-being of Americans from HIV/AIDS.

Vaccines are one of the most successful and cost-effective public health tools for preventing disease and death.
In the United States and globally, CDC is engaged in a variety of efforts to ensure al recommended immunizations
are provided safely and effectively to children, adolescents and adults. CDC awards grants through two programs:
Vaccines for Children, which covers children from birth through age 18 who are Medicaid eigible uninsured,
insured but do not have coverage for immunizations, or the working poor; and Section 317 Immunization
program, which covers both children and adults primarily at public health clinics who are not eligible for
Vaccines for Children. Due to the success of these mechanisms and the partnership they institute between the
public and private sector, nationwide childhood immunization coverage rates are now at record high levels.

CDC and its partners are making considerable progress in reducing cigarette smoking among youth. Cigarette
use among adolescents is at its lowest level since surveys began monitoring youth smoking. According to data
from CDC's Youth Risk Behavior Surveillance System, the percentage of students who reported current cigarette
use decreased significantly from 36.4 percent in 1997 to 21.9 percent in 2003.

The Substance Abuse and Mental Health Services Administration (SAMHSA) will continue to make progress
towards the President's commitment to reduce current illicit drug use. The Substance Abuse Prevention and
Treatment Block Grant supports this strategic goal by bringing effective alcohol and drug treatment and preven-
tion services to every community through a block grant to the States. The Block Grant supports and expands
substance abuse prevention and treatment, while providing maximum flexibility to States in addressing their
prevention and treatment needs.

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

The Office of Public Health Emergency Preparedness (OPHEP), as the principal coordinator for the Department
in carrying out HHS responsibility for medical and public health preparedness, requires the diverse and unique
skills of scientists, public health experts and health care providers at the National Institutes of Health (NIH),

Overview 12
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CDC, the Food and Drug Administration (FDA), the Health Resources and Services Administration (HRSA),
and SAMHSA. Through its program offices and guidance provided by the Secretary's Advisory Council on
Public Health Emergency Preparedness, OPHEP focuses the activities of these agencies; devel ops and coordinates
national policies and plans; provides program oversight; and is the Secretary's public health emergency
representative to other Federal, State and local organizations in the preparedness for, response to, and recovery
from the medical consequences of natural and man-made disasters, including acts of terrorism.

FDA continues to improve the Nation's health care system to respond to bioterrorism and other public health
challenges by ensuring the safety of foods, drugs, biological products, and medical devices, and by providing
timely medical products to deal with emerging public health and terror threats. FDA continues to work with
other Federal, state and local governments to improve the safety of the national food supply.

HRSA's Bioterrorism Hospital Preparedness 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. HRSA will work to ensure that 100 percent of the
Bioterrorism Hospital Preparedness Program awardees, including all 50 States, develop regional plans to address
surge (alarge and rapid increase in the number of persons requiring care) capacity.

CDC's terrorism efforts are a critical element in the drive to protect the American public from aterrorist attack.
Many of CDC's programs are interconnected and strive to provide the best possible coverage and results under
the unifying goal of protecting the population. Examples of these efforts include the State and local grants that
are designed to increase the resources and capabilities at the State and local level, as well as the Strategic
National Stockpile designed to supplement local efforts by reaching and providing advanced treatment to areas
affected by aterrorist attack or mass trauma event. By exercising tight fiscal control and utilizing lessons
learned, CDC and local agencies continue to increase their capabilities through activities such as integrating
communication and information sharing between different levels of government to enable earlier detection and a
more effective treatment as demonstrated by the successful response to SARS and the recent influenza
outbreaks.

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

HRSA's Health Centers Program provides regular access to high quality, family oriented, and comprehensive
primary and preventive health care, regardless of patients ability to pay. HRSA will support 578 new and
expanded health center sites and serve an additional 2.4 million people. In total, Health Centers will serve
16.4 million patients, including 10.66 million racial/ethnic minority individuals.

The Indian Health Service (IHS) National Diabetes Program is an integral part of the IHS Hospitals and Health
Clinics Program. The mission of the program is to prevent and control diabetes among American Indians and
Alaska Natives, recognizing that the disease is one of the major causes of mortality among Al/AN people. The
program works with communities to prevent and treat diabetes, as well as oversee the Special Diabetes Program
for Indians. IHS has successfully developed the Regional Model Diabetes Program to expedite care and provide
education to people with diabetes, as well as develop new approaches to diabetes control as models for other
Al/AN communities. In FY 2006, IHS will continue to implement this program.

The Centers for Medicare and Medicaid Services (CMS) has published final program regulations and will establish
amajor initiative to educate health care providers and consumers about the Medicare Prescription Drug,
Improvement, and Modernization Act (MMA). The MMA, signed into law by the President in early FY 2004,
provides enhanced coverage for the lowest income beneficiaries and an immediate prescription drug discount
card for al beneficiaries who choose to abtain such a card until the full drug benefit is available nationwide.

13 Overview
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CMS, in partnership with the States, will continue to increase the number of low-income uninsured and
underserved children who enroll in Medicaid and the State Children's Health Insurance Program (SCHIP).
CMS will also continue to assess health care quality for children enrolled in Medicaid and SCHIP through the
use of a core set of national performance measures developed with the States. In addition, States will be given
the opportunity to obtain technical assistance to improve their reporting on national performance measures and
progress in reducing the number of uninsured children.

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

NIH isin the process of establishing a knowledge base on the effects of chemicals and drugs in biologica systemsin
order to better understand the role of gene-environment interactions in disease. In FY 2006, NIH has set a target
of enhancing the Chemical Effectsin Biological Systems database to add and integrate data on transcriptomics,
proteomics, and toxicology for the same chemical compound. In the long-term, this data is expected to lead to
the discovery of characteristic gene- and protein-expression signatures that will help classify exposure to these
chemicals by their biological activity, and provide a means for predicting effects on human health from such
exposure.

Strategic Goal 5 - Improve the quality of health care services:

FDA continues to improve the quality of health care services by reducing medical errorsinvolving FDA-regulated
products. FDA also strives to improve patient and consumer safety by increasing the use of health care quality
information, strengthening consumer and patient protections, and monitoring the safety of FDA-regulated
products already on the market. Innovative programs such as the Adverse Events Reporting System (AERS) for
human drugs and the Medical Products Surveillance Network for medical devices provide timely risk informa-
tion to health care professionals.

In FY 2004, the Agency for Healthcare Research and Quality's (AHRQ) consumer-oriented products included
Pocket Guides to Good Health for Adults, Good Health for Children, and Staying Healthy at 50+. AHRQ aso
produced consumer checklists focusing on women's and men's health at any age. Marketing of these products
led to audio releases to over 6 million English and Spanish listeners. Production of these products involved
partnerships with professional organizations such asAARP.

AHRQ has been working with clinicians to ensure that its products are user-driven. A free Persona Digital
Assistant (PDA) program now allows clinicians to query the U.S. Patient Safety Task Force recommendations
by age and gender. Over six months, there have been more than 12,000 downloads and installations of these
web-based programs. Ongoing efforts include further refinement of current tools, such as the PDA program, and
development of new web-based tools for patients and clinicians.

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

The purpose of Temporary Assistance for Needy Families (TANF) is to increase the self sufficiency and stability
of low income families by promoting employment and job readiness as well as activities that support healthy
marriages. Welfare reform has been largely successful in increasing the financial independence of recipients
since the Personal Responsibility and Work Opportunity Reconciliation Act passed in 1996. In June of 2004,
there were 61 percent fewer individuals receiving TANF benefits than in August 1996. As welfare recipients
continue to move from welfare to work, the President's TANF reauthorization proposal emphasizes the continued
importance of strengthening work participation and achievement of TANF recipients.

In FY 2004, the Administration on Aging (AoA) realized a significant, four percent increase in one year, in a key
performance measure: the number of severely disabled elderly individuals who receive Older Americans Act
services. AOA ison track to achieve itstarget of an eight percent increase in FY 2005 over the FY 2003 base,
and toward arigorous 25 percent increase by FY 2007. This performance directly supports AoA's long-term
objective of helping elderly individuals remain independent in their homes and communities.

Overview 14
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Strategic Goal 7 - Improve the stability and healthy development of our Nation's children and youth:

The mission of Child Support Enforcement (CSE) is to assure that children receive the financial and medical
support they need by locating parents, establishing paternity, and enforcing support obligations. Child support is
an important source of income to improve the quality of life for children and for families striving for self-sufficiency.
The program continues to make impressive gains with FY 2003 collections totaling $21.2 billion. CSE aimsto
increase the rate of collections of current support (collections on current support/current support owed) from

58 percent in FY 2003 to 62 percent in FY 2006.

Child welfare programs in the Administration for Children and Families (ACF), like Foster Care, Promoting
Safe and Stable Families, and Adoption Incentives, provide an array of servicesto children in at-risk families or
children who need to be removed from the home. ACF is dedicated to protecting children, reunifying families
when possible, and finding safe and stable permanent homes for children who cannot return to their families.
Between FY 2003 and FY 2008, ACF will increase adoptions towards the goal of finalizing adoptions for
327,000 children from the child welfare system.

ACF's Head Start program promotes school readiness by enhancing the socia and cognitive devel opment of
low-income children through the provision of educational, health, nutritional, social, and other services. ACFis
dedicated to averaging 34 percent improvement in children's word knowledge, 52 percent improvement in
mathematical skills, 70 percent improvement in letter identification, and 14 percent improvement in social skills.

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. In addition to the $720 million in mandatory funding for the Medicare
Integrity Program, the FY 2006 budget requests $75 million through a discretionary cap adjustment to expand
Medicaid program integrity activities and safeguard the Medicare prescription drug benefit and the Medicare
Advantage Program. CM S will continue to implement a similar program integrity plan for Medicaid and SCHIP
through a pilot project designed to measure improper payments and calculate error rates.

The Office of Inspector General (OIG) will continue to combat fraud, waste, and abuse, and recommend policies
designed to promote economy, efficiency, and effectiveness in the programs and management practices of HHS.
To accomplish this, OIG will conduct and supervise audits, inspections, and investigations; and provide guidance
to the health care industry.

For a comprehensive presentation of FY 2006 HHS programs, performance goals, and budget initiatives, see the
individual HHS Operating and Staff Division FY 2006 Performance Budgets.
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STRATEGIC GoAL 1
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Reduce the Major Threats to the Health and Well-being of Americans.

Highlighted Programs:

la. National Immunization
Program (CDC)

1b. HIV/AIDS Prevention in
the U.S. (CDC)

1lc. Substance Abuse
Prevention and
Treatment Block Grant
(SAMHSA)

Each year, HHS has the opportunity to renew its commitment to reduce health
threats and promote healthy behaviors. This commitment remains a critical
priority for FY 2006. Thisgoal supports the Department's vision to improve
the health and well being of people in this country and throughout the world.
HHS recognizes that this vision can only be accomplished through coordina-
tion across the Department, and through partnerships with States, communities,
and health professionals. The performance budget for FY 2006 includes
programs that promote healthy behavior and choices that will prevent and
control disease.

Prevention remains at the center of the HHS approach to fighting HIV/AIDS,
sexually transmitted diseases, and tuberculosis. HHS is making considerable
progress toward slowing the transmission of HIV from pregnant women to
their children and preventing the spread of tuberculosis. Similarly, HHS has
made great strides in increasing the number of children who are immunized.
Childhood immunization rates are at record high levels, but a substantial
number of children in the United States are not adequately protected from
vaccine-preventable diseases. The FY 2006 budget funding for immunizations
will be used to help ensure that no child, adolescent, or adult will needlessly
suffer from a vaccine-preventable disease.

HHS continues to work with the Office of National Drug Control Policy to
implement an effective drug strategy that will increase the number of individuals
provided with effective substance abuse treatment. The FY 2006 budget
provides $150 million in Access to Recovery grants to provide people seeking
drug and alcohol treatment with vouchers for a range of appropriate
community-based services. Programs such as Access to Recovery serve to
promote client choice, expand access to broad array of clinical treatment and
recovery support services, including services provided by faith- and
community based programs, and increase substance abuse treatment capacity.

The FY 2006 Annual Plan highlights Departmental goals and measures
representative of the Department's work to reduce the major threats to the
health and well-being of Americans. Programs assessed under this strategic
goal include the Centers for Disease Control and Prevention's (CDC) National
Immunization Program, HIV/AIDS Prevention programsin CDC, and the
Substance Abuse and Mental Health Administration's (SAMHSA) Substance
Abuse Prevention and Treatment Block Grant program.

17 Strategic Goal 1
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PROGRAM 1A: NATIONAL IMMUNIZATION PROGRAM
Centers for Disease Control and Prevention (CDC)

FY 2006 Budget Request: PROGRAM DESCRIPTION

$428.7 Million (Discretionary) . . L .
The mission of the National Immunization Program (NIP) is to prevent

FY 2006 Full Cost: disease, disability and death in children and adults through vaccination.
$478.5 Million Widespread use of vaccines, particularly among children, has resulted in
continuing low levels of vaccine preventable diseases and is one of the
FY 2004 PART Rating: most successful and cost-effective public health tools. In carrying out

Adequate its mission, CDC:

+ Awards grants through two programs administered by CDC:
Section 317 of the Public Health Service Act and the Vaccines
for Children (VFC) Program.

+ Provides technical, epidemiological, educational, statistical and
scientific assistance to State and local health departments.

+ Strivesto ensure recommended vaccines will be available for
al U.S. children by building a six-month supply of these
vaccinesin the national pediatric stockpile.

+ Strives for vaccine safety by monitoring harmful effects,
conducting scientific research, communicating the benefits and
risks of vaccines, and supporting the development of new
vaccine administration devices and vaccines.

¢ Conducts research and programs for prevention and control of
vaccine-preventabl e diseases.

+ Supports a nationwide framework for effective surveillance of
designated diseases for which effective immunizing agents are

available.
v' Performance Measure: Achieve ] . .
or sustain immunization coverage of Vaccines are one of the most successful and cost effective public health

at least 90 percent in children 19- to tools for preventing disease and death.

35 months of age for: four doses COST-EFFECTIVENESS OF VACCINES
DTaP vaccine,! three doses Hib

) . For every $1 spent:
vaccine, one dose MMR vaccine,2 three Y3 9
s . - DTaP saves $27
doses hepatitis B vaccine, three doses
MMR saves $26

polio vaccine, one dose varicella
vaccine, and four doses pneumococcal

conjugate vaccine.3

Perinatal Hepatitis B saves $14.70
Varicella saves $5.40
Inactivated Polio (IPV) saves $5.45

R E—_———..—,
1pueto a shortage of vaccine and temporary change in recommendations, reported by three doses from 2002-2003.
2 Includes any measles-containing vaccine.

3 Performance targets for newly recommended vaccines are reported in GPRA five years after ACIP recommendation. Measures for
pneumococcal conjugate vaccine (PCV7) will begin in 2006.

National |mmunization Program 18
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PERFORMANCE ANALYSIS

FY 2006 HHS Annual Plan

&

One of CDC'simmunization goals is to ensure that 2-year-olds are appropriately vaccinated. New cases of most
vaccine-preventabl e disease have decreased approximately 99 percent from peak pre-vaccine levels, resulting in
lives saved and reduced treatment and hospitalization costs. As CDC's immunization activities increase
childhood immunization coverage, the incidence of vaccine-preventable diseases declines significantly.
Vaccination coverage levels are at 90 percent or higher for most individual vaccines such as measles, palio,
Haemophilus influenzae type b (Hib), and hepatitis B, and three doses of diphtheria tetanus acellular pertussis

(DTaP). Examples of the success of immunizations include:

+ Meadesisahighly infectious, viral illness that can cause severe pneumonia, diarrhea, encephalitis, and

death. Measles is no longer endemic in the U.S.

+ Only one child in the U.S. was born with Congenital Rubella Syndrome in 2003.
+ Rubedlla cases have declined from 57,600 in 1969, when the vaccine was first available, to atotal of

seven cases in 2003.

+ Hib cases have dropped more than 99 percent among children younger than age 5 since the Hib vaccine
was introduced in 1990, and it is no longer the leading cause of meningitis among children younger than

5years of ageinthe U.S.

¢ There have not been any cases of polio reported in the U.S. since 1979.

CDC's National Immunization Program has atotal of eight performance measures, including one efficiency

measure, three outcome measures, and four output measures.

Performance M easure: Achieve or sustain immunization coverage of at least
90% in children 19- to 35-months of age for: 4 doses DTaP vaccine,* 3 doses
Hib vaccine, 1 dose MMR vaccine,? 3 doses hepatitis B vaccine, 3 doses polio
vaccine, 1 dose varicella vaccine, 4 doses pneumococcal conjugate vaccine
(PCV7).3

Data Source: Nationa Immunization Survey

Year Target Actual

2001 | 90% coverage DTaP 94%; Hib 93%; MMR
91%; Hepatitis B 89%; Polio
89%; Varicella 76%

2002 | 90% coverage DTaP 95%; Hib 93%; MMR 91
%; Hepatitis B 90%; Polio 90%;
Varicella81%

2003 | 90% coverage DTaP 96%; Hib 94%; MMR
93%; Hepatitis B 92%; Polio
92%; Varicella 85%

2004 | 90% coverage Data avail able 8/2005

2005 | 90% coverage Data avail able 8/2006

2006 | 90% coverage Data available 8/2007

! Due to a shortage of vaccine and temporary change in recommendations, reported by 3 doses
from 2002-2003.

2| ncludes any measles-containing vaccine.

3 Performance targets for newly recommended vaccines are reported in GPRA 5 years after ACIP
recommendation. Measures for varicella began in 2001. Performance reporting for pneumococcal
conjugate vaccine (PCV7) will begin in 2006.

Data for the immunization coverage
performance comes from the
National Immunization Survey
(NIS), which uses a nationally
representative sample and provides
estimates of vaccination coverage
rates that are weighted to represent
the entire population, nationally, and
by region, State, and selected large
metropolitan areas. The NIS was
established to provide an ongoing,
consistent data set for analyzing
vaccination coverage among young
children in the U.S. and disseminat-
ing this information to interested
public health partners. The NIS
provides calendar year data.

The target of 90 percent coverage
was met in FY 2003 (the most recent
year for which results are avail able)
for al of the vaccines, with the
exceptions of varicella and pneumo-
coccal conjugate, the most recently
introduced routine childhood
vaccines. Varicella coverage rates are
rising, reaching 85 percent in 2003.

19
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CDC is not accountable for reaching the 90 percent rate of coverage for pneumococcal conjugate vaccine until
FY 2006. However, data was reported for the first time in 2003, with arate of 68 percent for three or more
doses. Targets for FY 2005 and FY 2006 remain unchanged at 90 percent.

PART Review

The Section 317 Immunization Grant Program received an Adequate rating through the PART review. This
program awards funds to State and local health departments for vaccine purchase and program operations. These
immunization grants are only one component of HHS activities that assure the implementation of effective
immunization practices and proper use of vaccines to achieve high vaccination coverage levels.

The PART assessment determined that the program has strong management practices and successfully improves
vaccination coverage among children. It was recommended that program management and planning be improved
to better demonstrate program outcomes and results. Specific PART recommendations include:

+ Undergo an independent evaluation on aregular basis, or as needed, to fill gaps in performance information
to support program improvement and eval uate effectiveness.

+ Establish processes and procedures to measure and/or improve program efficiency - additional stepsto
improve vaccine distribution should be examined.

+ Improve mechanisms linking the program's budget for State immunization program and operations
activities to program performance.

In response to this recommendation, CDC has contracted with RTI International to conduct a comprehensive
evaluation of the Section 317 grant program performance, management, and operations, and will provide
recommendations to improve the efficiencies. This evaluation may include benchmarking the Section 317 grant
program against other similar federally funded grant programs within and outside CDC. To date, phase one of
the evaluation has been completed which assessed the program mission, performance measures, and objectives
in relation to how they are being implemented by CDC and its grantees. An economic evaluation of the relation-
ship between program inputs and outputs was conducted ahead of schedule, and a report of the findingsis being
finalized.

The program is working to develop a new baseline for an efficiency measure that will be used to help grantees
become more cost efficient as they conduct site visits to providers to assess vaccination coverage levels among
patients in the providers' practices as part of their Assessment, Feedback, Incentives, and eX change of
Information (AFIX) efforts.

EXTERNAL FACTORS

Despite great success, there are many challenges in meeting the illustrative performance measure. Obstacles
include:

+ Implementing effective strategiesin private provider practices - Private providers may face financial
and time constraints that limit their ability to implement provider-based strategies to raise coverage.

+ A complicated vaccination schedule for children - As more vaccines become available, including
combination vaccines with varying antigens, the immunization schedule becomes more complex.

+ Shortages of vaccines - In the past few years, the United States has experienced shortages of
recommended childhood vaccines, as well as a recent shortage of influenza vaccine. Some of these
shortages were widespread, while others were localized. Reasons for shortages included companies
leaving the market and production problems.

National |mmunization Program 20
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+ Difficulty in acquiring accurate and complete immunization records - Because children are seenin
multiple provider offices, and parents typically do not have complete records, it can be difficult for
providers to assess a child's need for specific immunizations.

RATIONALE FOR THE BUDGET REQUEST

The FY 2006 President's Budget includes $428.7 million for the Immunization Program, not including VFC, a
reduction of $50 million below FY 2005. The budget includes several components. First, the FY 2006
President's Budget includes two initiatives to increase influenza vaccine coverage in the United States. A supply
shortage during the 2004-2005 influenza season highlighted the need to provide incentives to manufacturers to
produce sufficient flu vaccine to raise supply and coverage rates nationwide. The President's Budget contains a
$30 million initiative for CDC to enter into supply guarantee contracts with influenza vaccine manufacturers and
an additional $20 million initiative to provide grants to States targeted to influenza vaccine purchase. Similar to
the FY 2005 President's Budget, legislation is sought to enable VFC-eligible children to obtain VFC vaccines at
public health clinics; currently they can only receive these vaccines at Community Health Centers and Federally
Qualified Health Centers (FQHC). Thisimproved accessis projected to expand the VFC program by

$140 million while also reducing by $100 million the demand for vaccines purchased with discretionary
appropriations. The proposed legidation would also eliminate the price caps on VFC that have excluded some
vaccines from the VFC program. Additionally, a portion of the decrease in funding reflects a savingsin
information technology costs at CDC.

21 National Immunization Program
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PREVENTION IN THE U.S.

Centers for Disease Control and Prevention (CDC)

FY 2006 Budget Request:
$657.7 Million

FY 2006 Full Cost:
$741.2 Million

FY 2004 PART Rating:
Results Not Demonstrated

v Performance Measure Reduce
the number of HIV-infection cases
diagnosed each year among people
under 25 years of age.

v' Performance Measure: Decrease
the number of perinatally acquired
AIDS cases from the 1998 base of

235 cases.

PrROGRAM DESCRIPTION

Approximately 900,000 Americans are infected with HIV, the virus that
causes AIDS, and an estimated 40,000 more are newly infected each
year at an estimated lifetime cost of $224,000 per person. One-quarter
of those infected are unaware of their infection, yet persons who are
aware of their infection are more likely to modify their behaviors to
avoid transmission to others. Globally, an estimated 38 million people
are infected with HIV and three million people have died of their
infection.

The HIV epidemic continues to have a disproportionate impact on racial
and ethnic minorities. Nearly 70 percent of new HIV infections occur
among minorities. In 2002, African Americans accounted for 54 percent
of al new diagnoses of HIV/AIDS.

CDC provides national leadership in preventing and controlling HIV
infection by working in collaboration with partners at community, State,
and national levels to apply well-integrated, multidisciplinary programs
of research, surveillance, risk factor and disease intervention, and
evaluation. CDC conducts surveillance and epidemiologic and
behavioral research to monitor trends and risk behaviors related to
HIV/AIDS and to provide a basis for targeting prevention resources.
CDC also provides financial and technical assistance for HIV preven-
tion programs conducted by State, local, and territorial health
departments, minority organizations, community-based organizations,
business, labor, religious organizations, and training agencies.
Supporting these efforts are intervention and operations research, and
evaluation activities.

PERFORMANCE ANALYSIS

For FY 2006, CDC's National Center for HIV/AIDS, STD and TB
Prevention has a total of eight domestic HIV/AIDS performance
measures, including six outcome measures, one output measure, and
one efficiency measure.

The overarching HIV/AIDS Prevention goal states:

By 2010, reduce by 25 percent the number of new HIV infectionsin the
United Sates, as measured by a reduction in the number of HIV
infections diagnosed each year among people under 25 years of age,
from 2,100 in 2000 to approximately 1,600 in 2010 (data from 25 States
with confidential, name-based reporting).

HIV/AIDS Prevention in the U.S.
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Historically, new AIDS cases (AIDS incidence) have been the basis for assessing needs for prevention and
treatment programs. However, potent new antiretroviral therapies are delaying or preventing the development of
AIDS in many HIV-infected persons, and AIDS data are no longer sufficient to describe the epidemic. Data on
HIV incidence are now needed to monitor the effect of the epidemic. CDC is working with States to implement
and improve HIV reporting and is developing methods to estimate HIV incidence nationally.

To address the overarching goal, the program has established the following performance measures:

Performance Measure: Reduce the
number of HIV-infection cases
diagnosed each year among people ‘

Performance M easur e: Reduce the number of HIV -infection cases diagnosed
each year among people under 25 years of age. -2

under 25 years of age. Data Source: HIV/AIDS Reporting System

. . Year Target?® Actual
The number of HIV-infection cases J
among persons under 25 years of age 2001 | Not Applicable 2,241 cases”
diagnosed each year is the best data 2002 | Not Applicable 2,926 cases*
available to monitor new HIV 2003 | Not Anolicah P 4
infections. HIV infections occurring in Ot Applicab’e 997 056
this group are likely to have been 2004 | Overall: 1,900 reported cases (25 areas) | DataAvailable: 8/2005
acquired recently and, thus, are a 2005 | Overall: 1,800 reported cases (25 areas) | DataAvailable: 8/2006
relatively good proxy measure of HIV _
incidence. In addition, these data 2006 | Overall: 2,420 reported cases (30 areas) Data Available: 8/2007

enable CDC to look at yearly trendsin || *CDC will continue to revise baseline and targets when data from more states with adequate

; ; HIV reporting systems are available.
reported cases by ”Sk’ demographl C, 2Data are from 25 states with confidential, name-based HIV reporting. Beginning in 2006, all

and geographic variables. In 2003 (the | reported datawill be from 30 areas with confidential, name-based HIV reporting.
most recent year for which results are % This measure was first reported in FY 2004 and therefore, targets begin in FY 2004. However,

. . actual performance is shown for previous years because the data was available, even though it
available), the results for this measure || was not reported in the form of a measure.

were 2,331 cases in the 25 States with 4 All data have been modifigd to update annual “actua performance” numbers based on the most
confidential. name-b. | HIV recent HIV and AIDS surveillance data. Therefore, some values have changed for prior years.

reporting.

Data for these measures are from a national surveillance system that collects demographic, clinical, and
behavioral information on all AIDS cases diagnosed in the U.S. aswell as HIV cases diagnosed in States with
HIV reporting requirements. FY 2004 and 2005 targets were set when only 25 States had stable, confidential
name-based HIV reporting. Datafor FY 2006 will come from 30 areas (29 States and the U.S. Virgin Idands)
with confidential, name-based HIV

| Performance M easur e: Decrease the number of perinatally acquired AIDS cases, reporting. The FY 2006 target has
from the 1998 base of 235 cases. been raised to 2,420 reported cases to
Data Source: HIV/AIDS Reporting System reflect the addition of datafrom 5
additional areas.
2001 | 151 cases 100 cases® Performance Measure: Decrease the
o0z | 141 % number of perinatally acquired AIDS
s cases cases from the 1998 base of 235 cases.
2003 | <139 cases 58 cases i
Surveillance data reported through
2005 | <100 cases Data Available: 8/2006 declini ng_trends_ in perinatal AIDS
2006 | <100 cases Data Available: 8/2007 cases. This d_ec : 'he was strongly ,
associated with increasing zidovudine

® All data have been modified to update annual “ actual performance” numbers based on the most usein pregnant women who were
recent HIV and AIDS surveillance data. Therefore, some values have changed for prior years. .
aware of their HIV status. More
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recently, improved treatment has also likely delayed onset of AIDS for HIV-infected children. With efforts to
maximally reduce perinatal HIV transmission and increase treatment for those infected, the number of casesis
likely to remain low. However, declines may be affected by treatment failures and missed opportunities to
prevent transmission. Data for 2003 continues to show low levels of perinatally acquired AIDS cases from 90 in
2002 to 58 in 2003. The target for FY 2006 is less than 100 cases.

PART Review

CDC's domestic HIV/AIDS prevention program underwent a PART review for the FY 2004 budget cycle.
Following the review, a number of recommendations were provided for the program. These include:

+ Develop methods to estimate the level of resources required to reach program goals;
+ Hold federal managers accountable for program performance;

+ Develop incentives and procedures to measure and achieve efficiencies and cost-effectivenessin
program execution;

+ |Improve oversight of grantee activities; and
¢ Collect data on program performance and make it available publicly.

CDC isworking to implement these recommendations and reports regularly on achieving the milestones
established for each recommendation. Currently, CDC is working to complete development of a cost model for
HIV incidence; revising federal managers work plans (both Commissioned Corps and Civil Service) to link
performance plans with program performance; reviewing savings from bulk purchase of test kits and train-the-
trainer sessions; implementing the first phase of the Program Evaluation Monitoring System (PEMS); and has
developed atemplate to review grantee performance.

EXTERNAL FACTORS

Factors beyond CDC's control may affect whether CDC is able to reach its HIV-infection reduction 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 (e.g., current trends in methamphetamine abuse), which are associated
with HIV transmission, are another external factor. These external factors pose challengesto 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.

RATIONALE FOR THE BUDGET REQUEST

The FY 2006 President's Budget for the domestic HIV/AIDS program is $657.7 million, resulting in a reduction
of $4.6 million as compared to FY 2005. The decrease in funding reflects a savings in information technology
costs at CDC. Total funding will allow CDC to continue its collaborative efforts in research, surveillance, risk
factor and disease intervention, and evaluation to prevent and control HIVV/AIDS transmission and infection.

HIV/AIDS Prevention in the U.S. 24
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PROGRAM 1C: SUBSTANCE ABUSE PREVENTION AND
TREATMENT BLOCK GRANT
Substance Abuse and Mental Health Services Administration (SAMHSA)

FY 2006 Budget Request: PROGRAM DESCRIPTION

$1,775.6 Million SAMHSA's Substance Abuse Prevention and Treatment Block Grant (SAPT) is
the cornerstone of the States' substance abuse programs. The block grant's
goal isto improve the heath of the nation by bringing effective alcohol and
drug treatment and prevention services to every community. The program
addresses the nation's need for substance abuse treatment and prevention
services. This need is evidenced by current findings from SAMHSA's
National Survey on Drug Use and Health, including:

FY 2006 Full Cost:
$1,823.4 Million

FY 2005 PART Rating:
| neffective

An estimated 19.5 million Americans, or 8.2 percent of the population aged
12 or older, were current illicit drug users.

+ An estimated one million people felt they needed treatment for a
drug or acohol problem but did not receive it.

+ About 10.9 million persons aged 12 to 20 reported drinking a cohol
in the month prior to the survey interview in 2003 (29.0 percent of
this age group). Of these, nearly 7.2 million (19.2 percent) were binge
drinkers and 2.3 million (6.1 percent) were heavy drinkers.

¢ Only 34.9 percent of youths indicated that smoking marijuana
once a month was a great risk.

The mechanism used is a block grant to the States and territories. Each
State submits an annual plan that describes how the applicant intends to expend
the grant. States use block grant funds to support awide range of treatment and
prevention activities, including clinical services, infrastructure development,
planning and needs assessment, and prevention programming. The block grant
contains a 20 percent set-aside for prevention and a provision for reduction of

v Performance Measure: the block grant fundsiif the State exceeds a targeted rate of tobacco salesto minors.
Increase the number of clients

served.
PERFORMANCE ANALYSIS

There are separate measures for the treatment and prevention portions of
the Substance Abuse Prevention and Treatment Block Grant.

Treatment measures include:

+  Number of clients served.

+ Number of States and Territories voluntarily reporting performance
measures.

+ Percentage of States and Territories that express satisfaction with
technical assistance provided.

+ Percent of technical assistance events that result in system,
program, or practice change.
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+ Percentage of Statesin appropriate cost bands.
+ Percentage of clients reporting change in abstinence at discharge.

Prevention measures include: -
Performance M easur e: Increase the number of clients served.

¢ Increase satisfaction with technical :
assistance. Data Source: Substance Abuse and Mental Health Services

Administration, Office of Applied Studies. Treatment Episode Data Set
* Increase services provided within

cost bands. (developmental) Year Target Actual
+  Improvementsin non-use and in use 2001 | 1,635,422 clients 1,739,796 clients
among program participantsin the 2002 | 1,751,537 clients 1,882,584 clients
last 30 days. (developmental) : :
_ 2003 | 1,884,654 clients Data avail able 09/2005
+ Increase perception of harm of drug : :
use among program participants. 2004 | 1,925,345 clients Data avail able 09/2006
(developmental) 2005 | 1,963,851 clients Data available 09/2007
Several developmental measures will provide | 2006 | 1,983,490 clients Data available 09/2008

client outcome data in future years.

ParT REVIEW

The SAPT Block Grant underwent a PART review during the FY 2005 budget cycle. The program's overall rating
was I neffective, primarily due to the lack of outcome measures, data, and an independent evaluation. The PART
review produced three recommendations:

+ Develop data for performance measures: The FY 2005 Uniform Block Grant application has been
revised to collect new voluntary outcome measures, and States have begun reporting data.

¢ Conduct independent and comprehensive program evaluation of the national program: An evaluability
study of the SAPT Block Grant was completed in December 2004. Plansfor afull evaluation arein progress.

* Present performance information disaggregated by State on the website: Expected completion date for
this task is September 2005.

SAMHSA has been working with the States, even prior to the PART review, on developing and implementing
performance measures. SAMHSA will now be requesting performance information from the States as part of
the block grant applications and moving toward a more performance-based program. No changes in funding are
required to implement recommendations from the PART review.

EXTERNAL FACTORS

The following external factors affect the performance of the SAPT Block Grant:

+ The status of the national economy, including changes in employment and insurance coverage for
substance abuse and mental health services.

¢ The amount of resources that States and communities are able to allocate to prevention and trestment of
substance abuse.

+ Thevariation in the supply of (and demand for) illegal drugs such as heroin and cocaine, as well as new
addictive substances.

RATIONALE FOR BUDGET REQUEST

The FY 2006 budget of $1,775.6 million will maintain the same program activity level asthe FY 2005
President's Budget. Five percent of the budget supports data collection, technical assistance, and program
evaluation.

Substance Abuse Prevention and Treatment Block Grant 26



STRATEGIC GOAL 2

FY 2006 HHS Annual Plan _/f
"‘} —

Enhance the Ability of the Nation’s Health Care System to Effectively
Respond to Terrorism and Other Public Health Challenges.

Highlighted Programs:

2a. Field Foods Program
(FDA)

2b. Bioterrorism Hospital
Preparedness Program
(HRSA)

2c. Terrorism Preparedness
and Emergency Response
Program (CDC)

HHS has a number of initiatives and programs directed at protecting
Americans from bioterrorist attacks and other public health challenges.

The events of September 11, 2001, and subsequent 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 Public Health Emergency Preparedness (OPHEP) was established
to direct the Department's efforts in preparing for, protecting against,
responding to, and recovering from all acts of bioterrorism and other public
health emergencies that could affect the civilian population. OPHEP serves
as the focal point within HHS for these activities, directing and coordinating
the development and implementation of a comprehensive HHS strategy.

The Food and Drug Administration works to provide responsive regulatory
review of new biodefense medical countermeasures and plays a mgjor role
by inspecting high risk domestic food manufacturers and enhancing food import
inspections to protect our Nation's food supply and prevent food borneillness.
The Health Resources and Services Administration works to prepare hospitals
and other medical facilities for health consequences of bioterrorism and other
mass casualty events. 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 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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STRATEGIC GOAL 2a: FIELD FOODS PROGRAM
Food and Drug Administration (FDA)

FY 2006 Budget Request:
$ 342.7 Million

FY 2006 Full Cost:
$ 371.7 Million

FY 2005 PART Rating:
Moderately Effective

v" Performance Measure: Perform
prior notice import security reviews on
38,000 food and animal feed line
entries considered to be at high risk for
bioterrorism and/or present the
potential of a significant health risk.

PROGRAM DESCRIPTION

The Field Foods Program promotes and protects the public's health by
ensuring that the U.S. food supply is safe, sanitary, wholesome, and
honestly labeled, and that cosmetic products are safe and properly labeled.
As aresult of the terrorist attacks of September 11, 2001, and the
passage of the Bioterrorism Act of 2002, the Program took on a food
security/defense role to improve further the protection of the Nation's
food supply, which is among the world's safest.

The volume of al FDA-regulated imported shipments including food
and animal feed has been rising steadily in recent years, and thistrend is
likely to continue. FDA-regulated imports have been growing at a

24 percent annual rate. In FY 2004, food and animal feed products
comprised approximately 70 percent of the imported goods that FDA
reviewed. To manage this ever-increasing volume, FDA uses risk
management strategies to achieve the greatest public health protection
with limited resources.

PERFORMANCE ANALYSIS

Performance Measure: Perform prior notice import security reviews on
38,000 food and animal feed line entries considered to be at high risk for
bioterrorism and/or present the potentia of a significant health risk.

In FY 2006, FDA will continue to focus much of its resources on intensive
prior notice import security reviews of products that pose the highest
potential bioterrorism risks to the U.S. consumer and market. By

FY 2006, FDA expects that the Prior Notice Center will have hired a
permanent staff of Reviewers and Watch Commanders that will have
achieved the training and gained the experience necessary to expand its
scope of targeting to include additional threat parameters. The Prior
Notice Center will receive feedback from import field exams and filer
evaluations and begin targeting those individuas that continuoudly violate
thelaw. They will aso target commodities based on immediate and
potential threats to the integrity and security of the intact food supply
chain. In addition, broader surveillance of productsimported from
countries considered to be at a higher risk for terrorist activities can be
incorporated into targeting goals. Strategies used to ensure effective
targeting will include:

Strategic Goal 2: Field Foods Program
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+ Intelligence regarding countries at
risk for terrorism;

+ Inteligence regarding commodities

Performance M easur e: Perform prior notice import security reviews on
38,000 food and animal feed line entries considered to be at high risk for
bioterrorism and/or present the potential of a significant health risk.

susceptible to or exploited by Data Sour ce:
terrorism;
. » . Year Target
+ Intelligence specific to shipment or
shi pp| ng enti ties; 2005 | 38,000

Actual

+ Information gleaned from Foreign || 2006 | 38,000

and Domestic Establishment
Inspection Reports that identify security breaches;

+ Sample collection and analysis for counterterrorism;

+ Prior Notice discrepancies reported during import field exams; and

+ Filer evaluation fidd audits.

Commissioning MOU with Customs and Border Protection

On Wednesday, December 3, 2003, the Commissioner of the
FDA and Customs and Border Protection's (CBP) Deputy
Commissioner signed a Memorandum of Understanding
between FDA and CBP that allows FDA to commission
CBP officers. These commissioned officers will assist FDA
with examinations and investigations pursuant to, or based
on information obtained under the prior notice requirements
(21 U.SC. 381(m)) and itsimplementing regulations, at ports
or other facilities and locations subject to CBP jurisdiction.
As of January 2005, approximately 9,500 CBP officers have
been commissioned.

PART Review

FDA anticipates that the measures that it usesto
assess its success in monitoring the safety and
security of imported products will continuously
evolve as trade practices and information about
risks change.

Thisgoal is new for FY 2005 and FY 2006
since the prior notice requirement of the
Bioterrorism Act became effective in December
of 2003. In FY 2004, FDA collaborated with
Customs and Border Protection to direct field
personnel to hold and examine 20 suspect
shipments of imported food; responded to
20,430 inquiries; and conducted

33,111 intensive reviews of Prior Notice
submissions out of 6,294,821 in order to
intercept contaminated products before they
entered the food supply.

In FDA's FY 2005 PART review, FDA was acknowledged and commended for developing eight new long-term
outcome and efficiency goals. FDA continues to respond to the sole recommendation from the FY 2005 PART
which was to demonstrate progress towards achieving its new long-term outcome goals.

FDA remains committed to improving processes and implementing new initiatives which will ultimately help to
achieve the long-term outcome goals. During the past year, FDA has developed baseline data to measure

progress on outcome goals; mapped business processes to understand and better align activities and outputs with
outcomes and strategic goals; improved processes that support performance targets; and implemented new initia-

tives that help achieve outcome goals.
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EXTERNAL FACTORS

As FDA continues to develop its relationship with the Department of Homeland Security's Customs and Border
Protection organization, practices, procedures and regulations may change that will result in changesin prior
notice security review activities.

RATIONALE FOR THE BUDGET REQUEST

Prior notice import security reviews are financed within the $342.7 million request for the Field Foods program
in the FY 2006 budget. Within thistotal, FDA plans to allocate $6.5 million to the prior notice import security
reviews. Thisfunding level will remain the same as FY 2005.
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PROGRAM 2B: BIOTERRORISM HOSPITAL PREPAREDNESS

PROGRAM

Health Resources and Services Administration (HRSA)

FY 2006 Budget Request:
$ 483.0 Million

FY 2006 Full Cost:
$ 483.0 Million

FY 2005 PART Rating:
Results Not Demonstrated

PrROGRAM DESCRIPTION

The Bioterrorism Hospital Preparedness Program, which is part of

the President's Homeland Security Initiative, has the goa of readying
hospitals and supporting health care systems to deliver coordinated and
effective care to victims of terrorism and other public health emergencies.
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 CDC, and, where
applicable, the Metropolitan Medical Response Systems funded by the
Department of Homeland Security.

This program was initialy funded in FY 2002. A magjor accomplishment
of the program was the successful and expedient award of funding to
59 eligible entities in that 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 bioterror-
ism coordinators and medical advisors, begin their needs assessments of
hospital preparedness, and begin development of regional preparedness
plans. In both FY 2003 and FY 2004, the program made 62 awards to
assist awardees to further develop and implement regional preparedness
plans. The program has also contracted to establish a national resource

v Performance Measure: Percent of center for bioterrorism hospital preparedness. This resource center will
awardees that have developed plansto serve as a central repository of information, tools, best practices, and

address surge capacity.

technical assistance available to awardees as they continue to implement
their work plans.

Communication is akey 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, emergency medical
services systems and State and local emergency management, public
health and law enforcement agencies, and poison control centers. Data
from a recent hospital preparedness survey indicates that 95 percent of
the hospitals surveyed had a mechanism in place for rapid receipt and
posting of public health alerts.
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PERFORMANCE ANALYSIS

The Bioterrorism Hospital Preparedness Program has five annual performance measures covering the following
areas: planning and implementation 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
required in such emergency events; assessment, acquisition and provision of training related to chemica and
radiological response equipment; and demonstration of ability to evaluate, diagnose, 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, periodic surveys, and evaluation reports. Information will be validated through site visits
and other monitoring and certification procedures by HRSA. HRSA continues to work on developing and
refining measures to determine program success.

Performance Measure: Percent of awardees that have devel oped plans to address surge capacity.

A terrorist attack or other large-scale _
emergency could result in a demand Performance M easur e: Percent of awardees that have developed plans to ‘

for health care that could rapidly address surge capacity.

overwhelm the resources in a specific || Data Source: Progress Reports to HRSA
region. Surge capacity isthe ab_lllty P o— Actual
to accommodate a large and rapid

increase in the number of persons 2003 59% (estimated baseline)
requiring care. Itisamajor issuefor [ 5504 | goos 89%

hospitals across the Nation, and isa

key to preparedness for biol Ogical , 2005 | 100% Data available 12/2005
chemicdl, radiological, or explosive || o006 | 100% Data available 12/2006
incidents, as well as epidemics of

infectious diseases or related disorders. The requirement to develop plans to address surge capacity to deal with
potential terrorist and other public health 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.

In FY 2004, 89 percent of Hospital Preparedness program awardees had devel oped surge capacity plans, up from
an estimated baseline of 59 percent in 2003. This was only one percentage point below the target. This
information was obtained from awardees March 2004 semi-annual progress reports. The godl is that

100 percent of awardees will have plans to respond to a surge capacity of 500 patients per million population by
2005. In the future, the program will track various aspects of the implementation of these plans.

PART Review

A PART review of the Bioterrorism Hospital Preparedness Program was conducted for the FY 2005 budget. The
program received a rating of Results Not Demonstrated. The assessment 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
aso noted that the program has not yet demonstrated results due its relative newness and the inherent difficulty
of measuring preparedness against an event that does not regularly occur. The program notes, in this context,
the added challenge of measuring the relatively new and evolving concept of preparedness.
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The assessment recommended that the program work with State and local representatives to ensure that perform-
ance information will be available. Thiswork is underway. In FY 2006, HHS will emphasize performance
objectives in relation to the risks and consequences of terrorism. As part of the National Preparedness Goal
called for by Homeland Security Presidential Directive 8, HHS is developing performance metrics to help ensure
that hospitals and public health departments are emergency ready. These metrics focus on receipt of emergency
case reports, incident reporting, laboratory agent testing, patient care, and increasing surge capacity.

EXTERNAL FACTORS

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

+ |t may be relatively easy for an individual hospital to develop surge capacity, but it becomes much more
difficult when thisis done on aregional 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.

+ Thereisaneed 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 isidentifying 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) versus a situation involving a mass trauma event. Planning for surge capacity
requires planning for avariety of scenarios.

RATIONALE FOR BUDGET

The budget requests $483 million in FY 2006 to continue progress towards the goal of 100 percent of States
having the necessary surge capacity plans including elements of the health care provider workforce and pharma-
ceutical and laboratory services. Of this amount, $25 million will be used to create a state-of-the-art emergency
care capability designed to respond to aterrorist attack or other incident requiring mass casualty care and/or
containment of infectious agents in one or more metropolitan areas. In addition, HRSA will continue to define
the State-based Emergency System for Advance Registration of Volunteer Healthcare Personnel, a system to
ensure that volunteer health professionals are able to respond in the event of a mass casualty event.
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STRATEGIC GOAL 2c: TERRORISM PREPAREDNESS AND EMERGENCY
RESPONSE PROGRAM
Centers for Disease Control and Prevention (CDC)

FY 2006 Budget Request:
$1,616.7 Million

FY 2006 Full Cost:
$1,639.8 Million

FY 2005 PART Rating:
Division of Sate and Local
Readiness: Results Not
Demonstrated

v" Performance Measure:
100 percent of Sate public health
agencies improve their capacity to
respond to exposure to chemicals or
biological Category A agents by
annually exercising scalable plans and
implementing corrective action plans
to minimize any gaps identified. The

target for FY 2006 is 100 percent.

PrROGRAM DESCRIPTION

CDC pursues its terrorism preparedness mission by: (1) investing in
preparedness and response efforts; (2) developing new, and maintaining
traditional and non-traditional, partnerships; (3) working with provider
and first responder organizations to link personal and community health
to enhance early intervention activities; and (4) expanding technology.
Another key mechanism for advancing national preparednessis the
bioterrorism preparedness cooperative agreements that are awarded to
62 State and local grantees.

CDC preparedness activities and investments support a preparedness
framework around pre-event, event, and post-event conditions. This
framework can be further broken down into seven functional areas.

+ Prevention activities include investments made to reduce the
number of those at risk by implementing interventions and
analyzing information prior to exposure.

+ Detection includes investments made to provide real-time data
and information to those managing the emergency.

+ Reporting includes investments made to increase comprehensive
knowledge of the current health and threat status of the public.
It involves more reports to local, State and federal public health
agencies, either through passive reporting, active reporting, or
sophisticated early event warning systems.

+ |nvestigation pertains to investments made to define the health
threat agent, extent of exposure, and appropriate interventions.

¢ Control includes investments made to develop, distribute, and
communicate information regarding countermeasures and
interventions.

+ Recovery includes investments made to provide redundancy and
early replication of existing services. Goals for recovery
describe the reduction of time needed for the restoration of
services, as well as long-term research involving those exposed
or involved in the event.

+ Improvement provides a framework for assuring gaps in
services or science are addressed once uncovered, and that
remedies are provided as soon as possible to improve the system.
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PERFORMANCE ANALYSIS

CDC's Terrorism Preparedness and Response Program has atotal of 20 performance measures, including one
efficiency measure, four outcome measures and 15 output measures. The two measures below were established
by CDC and OMB during the FY 2005 PART review of the Division of State and Local Readiness.

To addressits overall Investigation and Response goal to decrease the time to identify causes, risk factors, and
appropriate interventions for those affected by threats to the public's health, the program has established severa
performance measures including:

Performance Measure: 100 percent of State public health agencies improve their capacity to respond to
exposure to chemicals or biological Category A agents by annually exercising scalable plans and implementing
corrective action plans to minimize any gaps identified. The target for FY 2006 is 100 percent.

As of November 2004, 100 percent of ) -
Performance M easur e: 100 percent of state public health agencies improve

gt:antees hav? written refs;pﬁ nse plans their capacity to respond to exposure to chemicals or Category A agents by
t aI_ cove_r at least one o t_ e Category annually exercising scalable plans and implementing corrective action plansto
A biological agents, chemical agents, | minimize any gapsidentified.

or radiation. The following percent-
ages of awardees indicate they have
Statewide response plans for the listed | Year Target Actual

Data Source: Independent on-site assessments

agent: Anthrax: 84 percent, _ .

Botulism: 70 percent, 2001 | Not Applicable Not Applicable

Plague: 74 percent, 2002 | Not Applicable Not Applicable

Smallpo?c 98 percent, 2003 | Not Applicable Not Applicable

Tularemia: 72 percent,

Nerve Agents: 44 percent, 2004 | Not Applicable Not Applicable

Blood Agents: 48 percent, 2005 | 25% Data Available: 12/2005
Blister Agents: 44 percent,

Influenza (Pandemic Flu): 90 percent. | *cpc and OMB established this measure during the FY 2005 PART review of the
Though work has begun, actual Division of State and Local Readiness. Though work has begun, actual progress
progress regarding this performance regarding the performance measure will be reported beginning in December 2005.
measure will be reported beginning in

December 2005.

To addressits overall Control goal to decrease the time needed to provide countermeasures and health guidance
to those affected by threats to the public's health, the program has established several performance measures
including:

PART Review

CDC's Division of State and Local Readiness underwent a PART review for the FY 2005 budget cycle. It was
recommended that independent program evaluations be used to inform strategic planning and program manage-
ment, and to link performance and budget.

The recommendation for independent evaluations will be realized through use of CDC's interna performance
goals for Public Health Disaster Preparedness. The goals are derived from "lessons learned" by responders
during real and exercised events and from prevailing opinion of subject matter experts in public health
emergency response. The goals reflect current knowledge in an arena that requires more research to establish
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definitive benchmarks for performance. Relying on extant knowledge, the performance goals describe both
measures of process and measures of outcome. Metrics define individual and organizational performance where
credible and practical. The response capabilities of public health agencies will be formally evaluated by
independent evaluators using the performance goals after publication in the new Bioterrrosim Cooperative
Agreements beginning in 2005.

In addition, CDC will implement a process to link performance and budget for FY 2005 through a series of
measures for the Public Health and Socia Services Emergency Fund allocation as well as the remainder of the
CDC budget. These measures will also be linked to new agency preparedness goals that provide the overarching
framework for developing program goals, objectives, and indicators to track and assess performance.

EXTERNAL FACTORS

External factors greatly impact the program'’s ability to meet performance goals. Challenges to the achievement
of readiness (across CDC and grantees) include the following:

+  Preparing for the Unknown and Defining Readiness - The most significant challenge is planning to
respond to the unknown. Grantee plans address management of all hazards, including biological,
chemical, radiological, nuclear, and mass trauma. For example, while individual grantees may not have
primary responsibility for each hazard, the management of a given hazard should be standard across
grantees.

+ Baancing Public Health Priorities - Terrorism preparedness and response efforts necessitate considerable
resources (financial, human, equipment, time). Concurrently, CDC maintains focus on ongoing public
health issues (e.g., obesity, heart disease and asthma).

¢ Grantee Constraints - The ability of State and local public health departments to spend grant funds is
subject to jurisdictional budget regulations, State fiscal calendars, complications in contracting, and the
lag in receipt of goods and services from contractors. Such considerations hamper grantees ability to
expend funds within the timeframe set by federal guidelines.

RATIONALE FOR THE BUDGET REQUEST

The FY 2006 President's Budget for CDC's Terrorism Preparedness and Emergency Response program is
$1,616.7 million in total, with the following changes as compared to FY 2005:

+ Strategic National Stockpile: +$203.2 million. The programmatic increase will alow for the necessary
expansion of the Stockpil€e's inventory and preparedness resources.

¢ Upgrading State and Local Capacity: -$129.6 million. State and local capacity building efforts will
continue and the decrease reflects completion of many one-time funding efforts in the States, such as
purchasing large equipment and laboratory upgrades.

+ Anthrax: -$16.7 million. The Anthrax study will be completed in FY 2005.
Additionally, the overall funding reflects a savings in information technology costs at CDC.
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3a.

3b.

3c.

3d.

3e.

Health Centers Program
(HRSA)

National Diabetes Program
(IHS)

Medicaid and State
Children’s Health Insurance
Program (CMS)

Medicare (CMS)

Quality Improvement
Organizations (CMS)

HHS is committed to its many efforts aimed at increasing the percentage of
the Nation's children and adults who have access to care and to expanding
consumer choices. In FY 2006, the Department will continue to work hard
to promote increased access to health care, especially for uninsured and
underserved people and for those whose health care needs are not adequately
met by the private health care system.

In support of this goal, HHS will continue to promote a wide variety of
activities intended to increase access to health care; encourage the develop-
ment of low-cost health insurance options, reduce health disparities, and to
strengthen and improve health care services for targeted populations with
special health care needs. HHS entitlement and safety net programs that
strive towards these objectives include:

+ The Health Centers Program: provides regular access to high
quality, family oriented, and comprehensive primary and preventive
health care regardless of patients' ability to pay.

¢ The Indian Health Service National Diabetes Program: works with
communities to prevent and treat diabetes in American Indian/
Alaska Native people.

+ Medicare: for nearly four decades this program has helped pay
medical bills for millions of aged and disabled Americans and has
provided them with comprehensive health benefits.

+ Medicaid: serves asthe primary source of health care for alarge
population of medically vulnerable Americans, including poor
families, the disabled, and persons with developmental disabilities
requiring long-term care.

+ State Children's Health Insurance Program: in coordination with
Medicaid, SCHIP has stimulated enormous change in the availability
of health care coverage for children.

¢ Quality Improvement Organizations (QIO): Under the direction of
CMS, the QIO program consists of a national network of
53 independent physician organizations to promote improved
health status.
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PROGRAM 3A: HEALTH CENTERS PROGRAM
Health Resources and Services Administration (HRSA)

FY 2006 Budget Request: PROGRAM DESCRIPTION
$2,037.9 Million . . ,
The Health Centers program is a major component of America's health
EY 2006 Eull Cost: care safety net for the Nation's indigent populations. Expansion of this
$2,097.4 Million program, which is more than 35 years old, is a Presidential initiative to
increase health care access for those Americans who are most in need.
FY 2005 PART Rating: Millions of Americans are uninsured and lack access to a regular source
Effective of health care. Health centers provide regular access to high quality,

family-oriented, and comprehensive primary and preventive health care
regardless of patients ability to pay. The ultimate goals of the Health
Centers program are to contribute to improvements in the health status
of underserved and vulnerable populations and to contribute to the
elimination of health disparities. Federal grantsto health centers
provide about 25 percent of their revenues on average, leveraging three
dollars for each Health Centers program dollar spent.

FY 2002 was the first year of the President's Health Centers Initiative to
create 1,200 new and expanded health center sites and increase the
number of clients served by 6.1 million over afive-year period. In the
first three years of the initiative, the program funded 619 sites (334 new
sites and 285 significantly expanded sites). To further ensure quality of
care, the Health Centers program provides funding for Health Disparity
Collaboratives, a quality initiative to improve health outcomes for
patients with chronic diabetes, cancer, asthma, depression and cardio-
vascular disease. Nationally, more than 500 centers have participated in
one or more collaboratives.

PERFORMANCE ANALYSIS
v' Performance Measure: Increase

the number of uninsured and The Health Centers program currently has 17 annual performance
underserved persons served by health Measuresin the annual Performance Budget that track successin
centers. reaching various needy populations, expanding access points, operating

efficiently, and providing high quality primary and preventive services.
The primary source of performance data is the program's Uniform Data
System that collects aggregate administrative, demographic, financial,
and utilization data annually from each organization receiving support.
These data are regularly validated through over 1,000 automated edit

v' Performance Measure: Increase checks and on-site performance reviews. Other data sources include
new and expanded health center sites. periodic surveys of representative samples of health center patients and
their medical records, and specia performance assessment studies. The
Health Centers program has recently launched a Sentinel Centers
Network comprising a representative sample of all centers. When fully

v" Performance Measure: Continue
to assure access to preventive and
primary care for racial/ethnic minori-
ties.
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operational, the Sentinel Centers Network will routinely provide patient-level data for timely investigation of
program and policy issues. This will reduce the need for special periodic surveys of health center users and
medical records.

Performance Measure: Increase the

Performance M easur e: Increase the number of uninsured |
number of uninsured and underserved

and underserved persons served by health centers.

persons served by health centers. Data Source: HRSA BPHC Uniform Data System
Growth in the number of persons Actual
served by health centersis an 2001 | 10.5 million 10.3 million
indicator of improved access to care.
12.4 million peoplein FY 2003. The | 2003 | 12.5 million 12.4 million
increase from 2002 to 2003 — :
represents a growth of more than one 2004 | 13.2million Data available 08/2005
million additional persons served, 2005 | 14.0 million Data available 08/2006
and the second consecutive year in — )
2006 | 16.4 million Data available 08/2007

which the number of persons served
rose by one million or more.

Performance Measure: Continue to assure access to preventive and primary care for racial/ethnic minorities.

Access to hedlth careis akey to
eliminating health disparities. The
number of racial/ethnic minority
individuals served by the Health Data Source: HRSA BPHC Uniform Data System
Centers program reached 7.92 million
in FY 2003, continuing a steady
growth consistent with the overall 2001 | 65% (6.83 M) 64% (6.62 M)

growth in program clients. The 2002 | 65% (7.64 M) 64% (7.24 M)
proportion of racial/ethnic minority

Performance M easur e: Continue to assure access to
preventive and primary care for racial/ethnic minorities.

individuals has remained at 64 percent 2003 | 65% (8.16 M) 64% (7.92 M)

of total clients, only one percentage | 2004 | 65% (8.58 M) Data available 08/2005
point below the target of 65 percent. ,

As the Health Centers program 2005 | 65% (9.07 M) Data available 08/2006
expands existing sites and opensnew || 2006 | 65% (10.63 M) Data available 08/2007

sites in underserved areas, the
program will continue to strive for a racial/ethnic minority representation of 65 percent.

Performance Measure: Increase new and expanded health center sites.

A critical element in expanding access to care for the Nation's most vulnerable populations is the establishment
of new health center sites and the expansion of existing sites to provide required facilities, personnel, and
services, particularly in communities of greatest need. In FY 2004, the Health Centers program funded 129 new
or expanded sites, which exceeded the target.

PART Review

A PART review of the Health Centers program was conducted for the FY 2004 budget. The program was rated
Effective, the highest rating a program can achieve. The assessment found that the program purpose is clear, the
program is designed to have a unique and significant impact, the program uses performance information to improve
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Who Have Access to Health Care Services

annual administrative and clinical
outcomes, and the program is making
progress in achieving its long-term
outcome goals.

EXTERNAL FACTORS

The performance of the Health
Centers program is impacted by the
following factors:

¢ Because the Hedlth Centers
program grant funds provide

|| Performance M easur e: Increase new and expanded health center sites.

Data Source: HRSA BPHC Health Center Management Information System

2002 | 260 302
2003 | 180 188
2004 | 124 129
2005 | 153 Data available 09/2005
2006 | 578 Data available 09/2006

approximately 25 percent of the revenues of health centers Nation-wide, they rely on Medicaid, Medicare,
SCHIP, private insurance, additional patient revenue, and other State and local support for non-patient
revenue. Given economic pressure on State budgets, Medicaid and other State funding can be variable.

+ The Nation's changing demographic profile, particularly the aging of the population, confronts health
centers with a growing number of persons with chronic diseases and co-morbidities. This puts extra
pressure on centers to maintain efficiency and productivity in the face of shiftsin case-mix.

RATIONALE FOR THE BUDGET REQUEST

The FY 2006 budget of $2,037.9 million is $303.6 million above the FY 2005 appropriation. These funds will
be used to complete the President's Health Centers Initiative, including new and expanded sites to serve
increased numbers of needy individuals. Funds will also support a new initiative to provide health center
coverage in low-income counties. The budget includes $45 million for health center tort claims.

Health Center Program
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PROGRAM 3B: NATIONAL DIABETES PROGRAM
Indian Health Service (IHS)

FY 2006 Budget Request:

$161.0 Million

FY 2006 Full Cost:

$839.0 Million

FY 2004 PART Rating:

Moderately Effective

v Performance Measure:
Increase the proportion of patients
with diagnosed diabetes that have
demonstrated glycemic control.

PROGRAM DESCRIPTION

The IHS National Diabetes Program is an integral part of the IHS Hospitals
and Health Clinics Program. The mission of the IHS Nationa Diabetes
Program is to develop, document, and sustain a public health effort to
prevent and control diabetesin American Indian/Alaska Native (AlI/AN)
people. The program works with communities to prevent and treat diabetes,
as well as oversee the Specia Diabetes Program for Indians Grant Program
(SDPI). IHS encourages local efforts to improve diabetes-related health
outcomes through lifestyle intervention and appropriate medication use
through orientation, training, and monitoring provided by area diabetes
consultants.

Glycemic control refers to how well the blood sugars are controlled in a
person with diabetes. It is measured with a blood test called the
Hemoglobin Alc. The IHS Diabetes Care and Outcomes Audit process
divides these levels of control into "ldea" (<7 percent); "Good"
(7.0-7.9 percent); "Fair" (8.0-9.9 percent); "Poor" (10-11.9 percent); and
"Very Poor" (>12 percent) categories, based on national diabetes care
standards. The attached graph illustrates the ongoing ability of HISto
improve glycemic control in AI/AN populations, as well as improve the
percentage of patients with ideal control.

The FY 2004 indicator was to increase the

Performance M easur e: Increase the proportion of patients with proportion of AI/AN patients that have ideal
diagnosed diabetes that have demonstrated ideal glycemic control. glycemic control. IHS met the glycemic control

Data Source: Data has historically been obtained from the indicator based upon the diabetic audit. The
diabetic audit. Starting in FY 02, a new software application was 2004 diabetes audit performance showed a
deployed to alow for electronic data extraction for clinical GPRA 2-percent improvement over the FY 2003
indicators ( GPRA+) The* represents the result of data obtained performance level for ideal glycemic control in

(30%/25%)

from GPRA+. patients with diagnosed diabetes improving
| Year Target Actual from 32 percent to 34 percent (based upon an
audit sample size of 29 percent of known
2001 | Improve from FY 2000 (26%) | 29% diagnosed diabetics). The FY 2005 and
2002 | Improve from FY 2001 (29%) | 30%/25%* FY 2006 goals are to maintain the FY 2004
2003 | Maintain a FY 2002 level 3196/28%" results

Data from GPRA+ did not show asimilar

2004

+1 % over FY 2003 level
(329%/29%*)

34% [27% * increase. However, there was a nine percent
increase in the denominator of GPRA active

2005

Maintain at FY 2004 level

diabetic patients due to an increased number of

Dataavailable 01/2006 | gjtes participating in the GPRA reporting process.

2006

Maintain at FY 2005 level

Data available 01/2007 There was aso an increase in the absolute

number of patientsinideal control from
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FY 2003 to FY 2004 (in FY 2003-
18,998; in FY 2004- 19,743). This
significant increase in newly
included patients explains the
disparity in the data between the
diabetic audit and the comprehen-
sive GPRA electronic data resullts.

PERFORMANCE ANALYSIS

IHS currently has seven diabetic
performance measures within its
annua Performance Budget. These
measures track different aspects of
diabetic care, ranging from blood
sugar control to access to dental
care for diabetics. This number of
measures reflects the critical
morbidity that results from the high

Strategic Goal 3: Increase the Percentage of the Nation’s Children and Adults
Who Have Access to Health Care Services
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diabetic disease burden in AI/AN communities. Two data sources, the chart review based audit of diabetics

glycemic control, and the entirely electronic health information system software application (GPRA+) combine
to provide reliable performance information. These two data sources have historically
shown consistent improvement in our performance on this measure. In addition, the diabetic audit of over
33,769 diabetic patients substantiates the electronic audit of over 116,456 diabetic patients.
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HbA1C measures the glucose level

of a patient's blood.

A lower HbA1C percentage
indicates better blood sugar
control. These graphsillustrate
improving glycemic control among
the IHS population, broken into
age categories for patients 55 years
and older, and among the popula-
tion asawhole.

2004 budget

process, the IHS PART included a
review of the IHS Direct Federal
Programs and the Hospital and

Clinics Budget, where the funding for diabetes care resides. The program received a rating of Moderately
Effective. IHS shared the PART review results with the clinical providers and healthcare facilities, where
quality care improvements are operationalized. Ongoing improved trends in diabetes care delivered throughout
the IHS demonstrate the public health impact made possible when local, program, and departmental initiatives

focus on a common outcome.

National Diabetes Program
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The PART review process has also focused attention on the continued importance of assuring valid and reliable
performance data addressing diabetic care at all levels of the Indian health system. Ongoing clinical quality
initiatives throughout the IHS continue to result in stable, if not improved, clinical outcomes for the AI/AN
population.

EXTERNAL FACTORS
The ongoing and future impact of care to diabetic patients is concerning given several factors:

+ Increases in the number of patients receiving care through IHS-funded facilities,
* Increases in pharmaceutical and laboratory costs, and
+ Lifestyle changes that can be difficult to incorporate in patients lives.

The programs and activities implemented by the IHS Division of Diabetes Treatment and Prevention provide a
strong foundation and new beginning towards a diabetes-free future. However, the diabetes-related health
disparities that AI/AN patients already experience may worsen unless access to treatment services keeps up with
the growing demand, and additional cost-effective preventive interventions are identified.

RATIONALE FOR THE BUDGET REQUEST

The FY 2006 Budget is maintained at the FY 2005 appropriation level, and supports diabetes prevention and
disease management at the local level. The program has substantially increased the availability of services —
physical activity specialists; registered dieticians and nurses; wellness and physical activity centers; newer and
better medications — which has led to a steady increase in the percentage of diabetic patients with ideal blood
sugar control.
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PROGRAM 3C: MEDICAID AND STATE CHILDREN'S HEALTH
INSURANCE PROGRAM

Centers for Medicare & Medicaid

Services (CMS)

FY 2006 Medicaid Budget Request:
$192,372.2 Million

FY 2006 Medicaid Full-Cost Budget
Request: $192,372.2 Million

FY 2006 SCHIP Budget Request:
$4,462.0 Million

FY 2006 SCHIP Full-Cost Budget
Request: $4,462.0 Million

FY 2005 SCHIP PART Rating:
Adeguate

v' Performance Measure: Increase
the number of children enrolled in
regular Medicaid and SCHIP.

v Performance Measure: Improve
Health Care Quality Across Medicaid
and SCHIP.

v Performance Measure: Estimate
the Payment Error Rate in the
Medicaid and Sate Children's Health
Insurance Programs.

PROGRAM DESCRIPTION

Medicaid is a means-tested health care program for low-income
Americans, administered by CMS in partnership with the States. It isthe
primary source of health care for alarge population of medically vulner-
able Americans, including poor families, the disabled, and persons with
developmental disabilities requiring long-term care. In coordination with
the Medicaid Program, the State Children's Health Insurance Program
(SCHIP) has stimulated enormous change in the availability of health
care coverage for children.

The Balanced Budget Act of 1997 created SCHIP under Title XXI of the
Socia Security Act. This program is the largest single expansion of
health insurance coverage for children in more than 30 years and
improves the access to health care and quality of life for millions of
vulnerable children under 19 years of age.

As of September 1999, all States, territories, and the District of
Columbia have approved SCHIP plans. CMS continues to review the
States' SCHIP plan amendments as the States respond to the challenges
of implementing this program. The States continue to be committed to
the goals of the SCHIP program including quality, access, and retention.

To assure that both Medicaid and SCHIP reach their potential, CM S has
worked with States, other operating divisions of HHS, other Federal
Government agencies, and the private sector on a broad array of outreach
activities. These activities include providing technical assistance to
States to help them improve their programs and promoting the exchange
of information among States, community-based organizations, advocacy
groups, Government grantees, and private sector groups.

SCHIP gives States the option to expand Medicaid (Title XI1X) coverage,
set up a separate SCHIP program, or have a combination of both a
Medicaid expansion and a separate SCHIP program. This flexibility
allows States to tailor their children's health insurance programs to
individual States.

For SCHIP, the statutorily mandated allotment for FY 2005 is $4.1 hillion,
an increase of approximately $900 million over the FY 2004 allotment.

PERFORMANCE ANALYSIS

CMS has developed four performance measures related to Medicaid and
SCHIP. With respect to SCHIP, in 1997 CM S implemented the goal to
enroll five million children by FY 2005. In order to quantify this
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objective, CM S set annual GPRA targets for
FY s 2000 through 2002 to enroll at least one
million new children in SCHIP and Medicaid

Performance M easur e: Decrease the Number of Uninsured Children
by Working with States to Enroll Children in SCHIP and Medicaid.

per year. CMS changed the FY 2003 target Data Source: Statistical Enrollment Data System

to increase enrollment by five percent over

. - Year Target Actual
the previous year. This change was made
because CM S exceeded the annua GPRA 2001 +1,000,000 over 2000 +2,300,000
targets for FY's 2000 - 2002 and because 2002 | +1,000,000 over 2001 +3,100,000
States were facing fiscal challenges that may
have affected program outreach and enroll- || 2003 | +5% over 2002 +2,200,000
ment. Economic conditions made it difficult || 2004 | Maintain 2003 levels Data available 02/2005
for CMS to achieve its enrollment targets for -
SCHIPin FY 2004. Therefore, CMS revised 2005 | +1,000,000/ +3% over 2004 Data available 02/2006
its GPRA enrollment targets for FY 2004 to || 2006 | +1,000,000/ +3% over 2005 Data available 02/2007

maintain enrollment of children in SCHIP
and Medicaid at FY 2003 levels. For FY 2005, CMS set the target at three percent, an increase of approximately
one million children, over the FY 2004 level. In FY 2006 CMS has again set the target enrollment increase at
three percent or approximately one million children. CMS remains confident that the programs long-term goals
and performance targets will be met. Examples of the Medicaid and SCHIP measures are listed below:

¢ Increase the number of children enrolled in regular Medicaid and SCHIP.
+ |Improve Hedth Care Quality Across Medicaid and SCHIP.
+ Estimate the Payment Error Rate in the Medicaid and State Children's Health Insurance Programs.

PART Review

During the FY 2004 budget cycle, SCHIP was initially evaluated and received a Moderately Effective PART
rating. SCHIP was reassessed in the FY 2005 cycle and received arating of "Adequate." As aresult of the
FY 2004 findings, CMS
developed an SCHIP

Increase Enrollment in Medicaid and SCHIP Action Plan to address
(Source: Statistical Enrollment Data Systems) concerns. CM'S continues
35,000,000 to develop, with States, a
core set of national perform-
30,000,000 e

ance measures to evaluate
/// the quality of care received
25,000,000 .::/ by low-income children. A

20,000,000 new annual performance
goal was established to use
15,000,000 the information gathered
from States to establish
10,000,000 formal collaborations that
will improve health care
5,000,000

delivery and quality for
’ | | | Medicaid and SCHIP

FY 2000 FY2001 FY2002  FY 2003 populations using reliable
and valid performance
measures. |n addition,

—&— Target —— Actual
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CMS will expand the Medicaid Payment Error Rate Measurement (PERM) Program to measure SCHIP
improper paymentsin FY 2005. PERM was originally developed to measure and ultimately reduce Medicaid
payment error rates.

A PART assessment has not yet been done on the Medicaid program.

EXTERNAL FACTORS

In an effort to address budget issues, some States have submitted amendments to increase cost sharing, reduce
the period of coverage from 12 to 6 months, and other programmatic changes, which may lead to decreasesin
enrollment for some States. CM S has aso approved SCHIP State plan amendments that allow some States to
implement an enrollment cap and/or waiting list. However, as the budget situation improves, some States are
making plans to remove these enrollment caps and/or waiting lists and decrease enrollee cost sharing. In
addition, many States have eiminated barriers that prevent families from enrolling in Medicaid and SCHIP. For
example, many States have simplified application forms and eliminated income verification requirements.

RATIONALE FOR BUDGET REQUEST

Under current law, the estimated Federal share of Medicaid gross obligations is equal to $215.6 billion in

FY 2006. These obligations are composed of $181.3 hillion for Medicaid benefits, $22.9 billion for obligations
incurred by providers but not yet reported, $9.9 billion for Medicaid administrative costs, and $1.5 billion for the
CDC Vaccines for Children program.

For FY 2006, the statute authorizes and appropriates $4,050 million for SCHIP allotments to States, the District
of Columbia, commonwealths, and territories. Also for FY 2006, the Balanced Budget Refinement Act of 1999
(BBRA) authorized and appropriated an additional $32.4 million for SCHIP allotments to commonwealths and
territories. The total funds available for CM S to grant to States, the District of Columbia, commonwealths, and
territories for the SCHIP in FY 2006 will be $4,082.4 million. In addition, if any funding from the FY 2003
alotment is not expended by the end of FY 2005, it will become available for redistribution in FY 2006.

According to CMS projections of Medicaid enrollment in FY 2006, 16 percent or 46.3 million of the estimated
290.2 million U.S. residents will be enrolled in Medicaid for the equivaent of a full year during FY 2006. The
estimated 21.9 million children who will be served by Medicaid in FY 2006 represent more than one out of
every five children in the Nation.

Strategic Goa 3: Medicaid and the State Children’s Health 46
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PROGRAM 3D: MEDICARE
Centers for Medicare & Medicaid Services (CMS)

FY 2006 Budget Request:
$399.0 Billion

FY 2006 Full Cost Estimate:
$399.0 Billion*
*Sale of data user fees not included.

FY 2005 PART Rating:
Moderately Effective

v Performance Measure:
Implement the New Medicare
Prescription Drug Benefit.

v Performance Measure: Improve
satisfaction of Medicare Beneficiaries
with the health care services they
receive.

PROGRAM DESCRIPTION:

CMS administers Medicare, the Nation's largest health insurance
program, which covers more than 42 million Americans. Medicare was
enacted in 1965 to extend affordable health insurance coverage to the
nation's most vulnerable population, the elderly. 1n 1972, Medicare was
expanded to cover the disabled. For nearly four decades, this program
has not only helped pay medical bills for millions of Americans, but
aso provided them with comprehensive health benefits.

CMS's mission isto "assure health care security” for its program benefi-
ciaries. 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 those 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
generally would not have sufficient resources to pay for health care.

In December 2003, the President signed into law 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 al beneficiaries
until the full benefit is available nationwide. Beginning in 2006,
Medicare beneficiaries will have access to a standard Medicare
prescription drug benefit. Additionally, the law includes savings for
many State governments; increased coverage for preventive services,
and provisions for modernizing the drug delivery infrastructure, as well
as increased flexibility in the administration of Medicare.

PERFORMANCE ANALYSIS:

There are 18 Medicare-related annua performance goals in the FY 2006
Performance Budget. The Performance Budget has evolved with the
enactment of the new Medicare legislation. Four performance goals
representing the new Medicare legislation include the prescription drug
discount card, the Medicare prescription drug benefit, Medicare
contracting reform and the implementation of regional preferred
provider organizations.

The enactment of the MMA gives all Medicare beneficiaries access to
prescription drug coverage and the collective buying power to reduce
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the prices they currently pay for
drugs. TheAct provides
enhanced coverage for the
lowest income beneficiaries and
an immediate prescription drug
discount card for al people with
Medicare until the full benefit is
available nationwide. Thenew | 2005 | 1) Develop and publish the Final Rule in the Federal Register
prescription drug card goal will with requirements for the new benefit. 2) Developmental.
monitor the progress of Basej ines ar_1d future_targets \/_vi!l .be Qevel oped to measure
Medicare’ sinformational activities, including beneficiary
awareness of different features of the new benefit.

|| Performance M easur e: Implement the new Medicare Prescription Drug Benefit |

Data Source: To beidentified as part of the developmental work.
Year Target Actual

2004 | Develop and Publish a Notice of Proposed Rulemakinginthe | Goal met
Federal Register with requirements for the new benefit.

implementation by tracking
guestions coming into the
1-800-MEDICARE call center. 2006 | Developmental
Based on information received,
CMS will modify the print materials and the website as needed. Medicare beneficiaries began signing up for
drug cards on May 3, 2004, with discounts beginning June 1, 2004. Those with incomes below 135 percent of
poverty were given immediate assistance through a Medicare-endorsed prescription drug discount card with
$600 annually to apply toward purchasing their medications.

Beginning in January 2006, Medicare beneficiaries will have access to a standard prescription drug benefit. The
benefit offered by each plan must at |east be equal in value to the standard benefit. People with limited savings
and low income will receive a more generous benefit package. Data collection will begin in 2006 to monitor the
effectiveness of the implementation phase. As of August 3, 2004, CMS met its FY 2004 target by preparing and
publishing the Notice of Proposed Rulemaking in the Federal Register for the Prescription Drug Benefit.

"Assuring health care security" covers awide array of activities, beginning with paying claims for Medicare-
covered beneficiary services. Medicare has three components. Hospital Insurance, Supplementary Medical
Insurance, and Medicare Advantage. Medicare processes over one billion fee-for-service claims each year, is the
nation's largest purchaser of managed health care, and is expected to account for more than 14 percent of the
Federa budget in FY 2006. The claims payment activity is supported by CMS's Medicare Operations budget,
which funds its contractors (carriers and fiscal intermediaries) and the information technology needed for claims
processing.

CMS collaborates with health care providers and suppliers to promote improved health status for its beneficiar-
ies through the Quality Improvement Organizations and other State and local partners. This includes quality
improvement initiatives in nursing homes. In addition, through the Survey and Certification program, CMS
meets its responsibilities for assuring the safety and quality of medical facilities, laboratories, providers, and
suppliers by setting standards, conducting inspections, certifying providers as eligible for program payments,
and ensuring that corrective actions are taken where deficiencies are found.

CMS administers comprehensive outreach and education programs to keep beneficiaries informed and aware of
the benefits and choices available to them. Through regular and continuous national surveys, CM S continuously
seeks to ensure that Medicare beneficiaries are aware of the program and their options, and are satisfied with the
care they receive as well.

One of CMS's ultimate goals is to assure satisfaction of its primary customer - the Medicare beneficiary. CMS
currently measures satisfaction using beneficiary responses to questions regarding access to care and specialists
in both fee-for-service (FFS) and managed care (MC). This performance measure is used to improve the aready
high satisfaction rate beneficiaries have with the Medicare program.

The following graph illustrates this beneficiary satisfaction performance goal, measuring 5-year targets from the
baseline year of FY 2001 to FY 2005, and maintaining the targets for FY 2006.
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CMS considers survey
data on beneficiary access
to care and access to a
specialist to be valid
measures of satisfaction.
Given the type of survey
for alarge group of people
and considering the
unrelated factors that could
influence responses, CMS
knows that targets of

100 percent are unredlistic.
Its targets are set for a
5-year period so that the
percentage increases are
large enough to be statisti-
cally meaningful.

Percent Satisfaction

96.0% -
94.0% -
92.0% -
90.0% -
88.0% -
86.0% -
84.0% -
82.0% -
80.0% -
78.0% -
76.0%

Improve Beneficiary Satisfaction
95.0% 95.0%

93.0%93.0% 92.8%

90.5%

86.0046-0% 85.0%
85.00%

83.7%

82.80%

MC Access to Care MC Access to FFS Access to Care FFS Access to
Specialist Specialist

[ 2001 (Baseline) 2005 2006 |

In the meantime, cyclical

datais shared with plans and beneficiaries to assist in quality improvement initiatives and beneficiary plan

choice, respectively.

CMS will pursue accomplishment of this measure through a combination of specific means and strategies.

¢ Collecting and sharing annual data from the Consumer Assessment of Health Plans Survey (CAHPS)
with health plans and Quality Improvement Organizations for use in better management of health plans.

+ Sharing the CAHPS data with Medicare beneficiaries through various means, including the National
Medicare & You Education Program.

+ Ensuring strategies are in place for CM S to remain a responsive and dynamic Agency that serves the
American public. Therewill also be focused attention on citizen-centered governance in FY 2005 and

beyond.

+ Emphasizing citizen-

centered governance by

identifying significant

processes and services,
expanding resourcesin a [ 2go1

way that enhances

service to the public,

being accountable
stewards of Agency

resources, and monitoring

and evaluating
effectiveness.

¢ Communicating,
collaborating, and

cooperating with key
customers, both public

and private, to help
achieve the desired
outcomes.

Performance M easur e; Improve satisfaction of Medicare beneficiaries with the
health care services they receive.

Data Source: Consumer Assessment Health Plans Survey, using managed care
(MC) and fee-for-service (FFS) measures for access to care and access to specialist

| Year Target Actual

Develop baselines/targets Baselines

MC Care: 90.5%

MC Specialist: 83.7%
FFS Care: 92.8%
FFS Specialist: 82.8%

Goal met

2002 | Collect (& share) datato achieve by the end of

CY 2004 (in FY 2005):

MC Care: 93% MC Specidist: 86%

FFS Care: 95% FFS Specialist: 85% Goal met
2003 | SameasFY 2002 Goal met
2004 | SameasFY 2003 Goal met
2005 | MC Care: 93% MC Specialist: 86%

FFS Care: 95% FFS Specialist: 85%

2006

MC Care: 93% MC Specidist: 86%
FFS Care: 95% FFS Specialist: 85%
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PART ReviEw:

During the FY 2005 PART process, the Medicare program was assessed and received a rating of Moderately
Effective. In genera, the PART results indicated that CM S has set comprehensive long-term performance goals
that reflect the Medicare program's mission across several dimensions including critical care and program
efficiency, with ambitious timeframes for meeting these goals. However, the PART indicated that features of the
Medicare program reflect its outdated statutory design. It was commented that the program contained some
deficiencies with respect to program and financial management. With enactment of the MMA, many of these
issues have been addressed and new performance measures were added to reflect these new responsibilities.
CMS is addressing the following three recommendations from the PART evauation:

1. Greater emphasis on sound program and financial management.
2. Increase linkage of Medicare payment to provider performance.

3. Agency commitment to timely implementation of MMA.

EXTERNAL FACTORS:

Prior to the enactment of the MMA, Medicare was criticized as outdated and in need of reform. The major
provisions of the new law will include a prescription drug benefit, an interim prescription drug discount card,
regulatory reform, contracting reform, the establishment of the Medicare Advantage program, and a significant
amount of beneficiary and provider education.

CMS will be challenged over the next several years to establish regulations, empower stakeholders (providers
and contractors), educate health care beneficiaries/consumers, and implement the many provisions included in
this new law.

RATIONALE FOR BUDGET REQUEST:

Title XVI1II of the Social Security Act instructs the Secretary to provide covered Medicare benefits for eligible
beneficiaries. CMS requests a budget to carry out this mandate, while pursuing continuous improvements in the
Medicare program.
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PROGRAM 3E: QUALITY IMPROVEMENT ORGANIZATIONS

PROGRAM

Centers for Medicare & Medicaid Services (CMS)

FY 2006 Budget Request:
TBD

FY 2006 Full Cost Estimate:
TBD

FY 2005 PART Rating:

Separate PART evaluation not done on
QIOs. Thisprogramisincluded under
the Medicare program which received
arating of Moderately Effective.

v" Performance Measure;

Protect the Health of Medicare
Beneficiaries Age 65 Years and Older
by Increasing the Percentage of Those
Who Receive an Annual Vaccination
for Influenza and a Lifetime
Vaccination for Pneumococcal

PrROGRAM DESCRIPTION

Under the Quality Improvement Organizations (QIO) program, formerly
known as the Peer Review Organizations (PRO) program, CMS
maintains contracts with 53 independent organizations. In addition,
through the Quality Improvement Organizations and other State and
local partners, CM S collaborates with health care providers and
suppliers to promote improved health status, including quality improve-
ment in nursing homes. The QIO responsibilities are specifically
defined in the portion of the contract called the Scope of Work (SOW).
Each SOW is three years in duration and each SOW can vary the activi-
ties the QIOs perform. Funding patterns tend to vary substantialy from
year to year. The QIO program is funded directly from the Medicare
trust funds, rather than through the annual Congressional appropriations
process.

QIOs are currently operating under the seventh SOW. The eighth SOW
is under development and is to go into effect August 2005.

PERFORMANCE ANALYSIS

In addition to our influenza/pneumococcal immunization goal featured
in this section, four other annual performance goals represent the broad
scope of QIO program activities in the FY 2006 performance budget.
They are:

+ |Improve early detection of breast cancer among Medicare
beneficiaries age 65 years and older by increasing the percentage
of women who receive a mammogram.

+ Improve the care of diabetic beneficiaries by increasing the rate
of hemoglobin Alc and cholesterol (LDL) testing.

+ Protect the health of Medicare beneficiaries by optimizing the
timing of antibiotic administration to reduce the frequency of
surgical site infections.

+ Protect the health of Medicare beneficiaries by increasing the
percentage of dialysis patients with fistulas as their vascular
access for hemodialysis.

Featured below is a graph depicting our goal to increase influenza and
pneumococcal vaccinations among beneficiaries age 65 and older
followed by performance detail and measures being taken to improve
results.
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In 2001 and 2002, the National Center for Health Statistics reported influenza and pneumonia to be the primary
causes of death for a significant number of older adults. For al persons age 65 or older, the Advisory
Committee on Immunization practices (ACIP) and other leading authorities recommend lifetime vaccination for
pneumococcal pneumonia and annual vaccination for influenza.

The most effective strategy for improving patient access to adult immunizations is the implementation of
standing orders. This occurs when non-physician personnel vaccinate according to a physician-approved
protocol without direct physician involvement at the time of immunization. To support this evidence-based

intervention, CMS and CDC
have been working together to
develop a strategy to increase

Performance M easur e: Protect the health of Medicare beneficiaries age 65 years
and older by increasing the percentage of those who receive an annual vaccination
for influenza and alifetime vaccination for pneumococcal.

the use of standing orders for

Data Source: Medicare Current Beneficiary Survey. influenza and pneumococcal

2001 | Influenza 2% Influenza: 67.4% Goal not met vaccinations. In October 2002,
Pneumococcal: 63% Pneumococcal: 63.3% Goal met standing orders were established
2002 | Influenza: 2% Influenza: 69% Goal not met for influenza and pneumococcal
Pneumococcal: 66% Pneumococcal: 64.6% Goal met vaccinations in nursing homes,
2003 | Influenza: 72.5% Influenza: 70.4% Goal not met hospitals, and home health
Pneumococcal: 67% Pneumococcal: 66.4% Goal met agencies that serve Medicare
2004 | Influenza: 72.5% Data available 12/2005 and Medicaid beneficiaries.
Pneumococcal: 69% Additionally, CM S raised the
2005 | Influenzas  72.5% Data available 12/2006 reimbursement rates for
Pneumococcal: 69% influenza and pneumaococcal
2006 | Influenza: Developmental immunization and their adminis-
Pneumococcal: Developmental tration fees in 2003.

In 2004, CM S instructed Medicare contractors to publish a notice in their physician and provider newsletter and
on their Web sites encouraging physicians and providers to order influenza vaccine early in anticipation of
increased demand in Fall 2004.

*

Receipt of Influenza Vaccination Age 65 and Older (MCBS)
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*data available for community dwelling beneficiaries only
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Receipt of Lifetime Pneumococcal Vaccination Age 65 and Older (MCBYS)
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Based on challenges concerning influenza vaccine supply and distribution, CMS will focus efforts for influenza
vaccination on some of its subpopulations (e.g., nursing homes, ESRD facilities) where it can have greater
impact. In addition, the pneumococcal target will be reevaluated. All baselines and FY 2006 targets will be
developed in FY 2005.

PART Review

See PART Review for the Medicare Program. The QIO program is considered part of Medicare and will not
undergo a separate PART evduation.

EXTERNAL FACTORS

Manufacturing and distribution shortages of the flu vaccine have, in part, affected our ability to reach our
influenza targets. Producing the specific strain needed in a given flu season has also been a challenge which has
affected supply.

During the 2003-2004 flu season, all 50 states experienced early outbreaks of influenza and many cases of the
flu, which created great demand among the public to seek immunizations, especialy for children who were
being hit hard by the epidemic. Asaresult of the public's demand for flu vaccine, the CDC, in December,
changed its public health recommendation for the remaining vaccine from offering to all people to targeting
high-risk individuals for immunization. There remain external challenges to increasing the influenza and
pneumococcal vaccination rates. However, CMS has taken several steps, which should help to reduce known
barriers to flu and pneumoccocal vaccinations and contribute to higher rates in the next few years data:

(1) Increased use of standing ordersin Fall 2002 to include nursing homes, hospitals, and home health
agencies serving Medicare and Medicaid beneficiaries.

(2) Raised reimbursement rates in 2003 for influenza and pneumococcal immunizations.

(3) Exemption of paper roster billing for Medicare covered vaccinations from the Administrative
Simplification Compliance Act (ASCA) rules (to remove administrative barriers).
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(4) Medicare contractor-published natice in physician/provider newd etters and on their websites encourag-
ing physicians and providers to order influenza vaccine early in anticipation of increased demand in Fall 2004.

QIOs are also working in collaboration with beneficiaries, providers, managed care plans, community groups
and other interested partners to design and implement immunization quality improvement projects. These
projects are conducted in hospitals, long-term care facilities, diaysis facilities, physician offices, home health
agencies and public health clinics. They combine education for healthcare workers, a plan for identifying high-
risk patients, and efforts to remove administrative and financial barriers that prevent patients from receiving
influenza and pneumococcal vaccines.

RATIONALE FOR BUDGET REQUEST:

The general authority for the QIO program is found in section 1863(g) of the Social Security Act, as amended.
Procedural and specific requirements can be found at sections 1151-1161 of the Socia Security Act, as amended.
The statutory mission of the QIO program is to improve the efficiency, effectiveness, economy and quality of
services delivered to Medicare beneficiaries.
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STRATEGIC GOAL 4
Enhance the Capacity and Productivity of the Nation’s Health Science
Research Enterprise

HHS recognizes the important role research plays in improving the Nation's health. As aresult,
many of the strategies that HHS has identified as important components in achieving its other
strategic goals incorporate a research base. This goal, therefore, focuses on creating the underlying
knowledge and strategies that improve and maintain the research infrastructure that produces
advances in health science.

HHS is committed to advancing the understanding of the environmental factors that contribute to
human disease. In order to accomplish this objective, HHS will continue to support basic,
clinical, and applied biomedical and behavioral research, with stringent peer review for scientific
quality of research proposals; and will develop and implement processes for setting research
priorities that ensure that research is responsive to public health needs, scientific opportunities,
and advances in technology.

HHS places a high priority on improving the coordination, communication, and application of
health research results. Strategies to meet this objective include:

+ Provide for easy access by academia and industry to HHS databases and findings from
HHS research, with appropriate privacy and confidentiality protection.

+ Expand the use of electronic technology and media channels to gather and transfer
research information to researchers, practitioners, and the public.

+ Establish quality standards for the dissemination and strategic application of consumer/
communication research findings.

+ Establish partnerships with health professional associations, industry groups, patient
representatives, community groups, disability groups, and purchasers of care to more
widely disseminate research findings.

+  Support "implementation research” to determine how innovative, effective interventions
can be implemented in actual settings and populations, including the means to reach
diverse communities.

+ Ensure that consumer research, demonstration, and evaluation results are communicated
effectively across HHS agencies and to all decisionmakers.

+  Support development of data-based quality of care and outcome measurement systems to
track adoption of evidence-based practices.

HHS commitment to enhancing the capacity and productivity of the Nation's health science
research enterprise is demonstrated, for example, by the development of the Chemical Effectsin
Biological Systems (CEBS). Investment in this research will provide important information for
identifying toxic substances in the environment, and help to treat people at the greatest risk of
diseases caused by environmental pollutants or toxicants.
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PROGRAM 4A: KNOWLEDGE BASE ON CHEMICAL EFFECTS IN
BIOLOGICAL SYSTEMS
National Institutes of Health (NIH)

FY 2006 Budget Request: PROGRAM DESCRIPTION
$11.8 Million _ . . , ,
Chemicals and mixtures in the environment and other air and water
EY 2006 Eull Cost: pollutants contribute to the burden of human disease. The problems of
$12.3 Million identifying environmental factorsinvolved in the etiology of human
disease and performing safety and risk assessments of drugs and
FY 2006 PART Rating: chemicals have long been formidable issues. The prediction of potential

human health risks involves consideration of (1) the diverse structure
and properties of thousands of chemicals and other stressorsin the
environment, (2) the time and dose parameters that define the relation-
ship between exposure and disease, and (3) the genetic diversity of
organisms used as surrogates to determine adverse chemical effects.

This program has not been reviewed,
but extramural research activitiesin
total were reviewed and received a
rating of Effective.

A new scientific field, toxicogenomics, has evolved to examine how
chemical exposures disrupt biological processes at the molecular level.
Toxicogenomics involves the collection, interpretation, and storage of
information about gene and protein activity in order to identify toxic
substances in the environment, and to help treat people at the greatest
risk of diseases caused by environmental pollutants or toxicants.

Because the pattern of regulation of various genesis different for
different chemicals, scientists hope that these characteristic "signatures’
will be useful in classifying exposure to these chemicals and other
stressors by their biological activity. They will also provide a means of
potentially predicting effects on human health from chemicals about
which little is known. To enable this predictive capability, NIH is
establishing a knowledge base on Chemical Effectsin Biologica
Systems (CEBS). The system will contain data on global gene expres-
sion, protein expression, metabolite profiles, and associated
v" Performance Measure: Enhance  chemical/stressor-induced effects in multiple species.
the CEBSto allow the capture and
integration of transcriptomics,
proteomics, and toxicologic data for + The Chemical Effectsin Biological Systems database object
the same compound. model will be extended to include toxicology/pathology fields
that allow the import, export, and linking of such fields to
molecular expression data.

The strategies used to achieve program results are as follows:

¢ A data portal that will load toxicology/pathology data will be
created.

+ A molecular expression and toxicology/pathology database of
environmental chemicals and drugs featuring simple query
download capability will be created.
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¢+ TheFY 2006 measure (Enhance the CEBS to allow the capture and integration of transcriptomics,
proteomics, and toxicologic data for the same compound) will enable a key step in the knowledge base
development. It will provide the tools necessary to collect data on changes in genes, proteins, and
metabolites, as well as the toxic effects of a chemical.

M echanisms and monitoring to support the project include:

¢+ CEBS program is supported by a combination of intramural contracts and extramural grants.

+ The contracts are monitored weekly by the project officer and other intramural staff, the contracts have
projected deliverables as one marker of satisfactory performance.

+ The project officer and intramural staff are part of the National Center for Toxicogenomics (NCT) of the
Division of Intramural Clinical and Basic Research. Performance/progress reports are submitted
regularly.

+ NCT has a Computational Toxicogenomics and Bioinformatics Advisory Group of outside experts that
meet annually to review the performance in developing the CEBS database.

+ The extramural coordinator provides oversight of the extramural grantees.

PERFORMANCE ANALYSIS

Performance measures for this goal are outcomes. Annual targets are set to meet the program goal of developing
a knowledge base on chemical effectsin biological systems using a systems toxicology or toxicogenomics
approach by 2012. However, one target is highlighted for reporting purposes.

Thefirst target for this goal, to launch a pilot prototype database project to test the design and implementation
of the database components and system architecture, was met as scheduled in 2003. Sources that verify that the
FY 2003 performance target was achieved include the CEBS web site at http://cebs.niehs.nih.gov/ and the
publications listed below. An account to access CEBS can be provided to permit independent verification of the
launching of the database.

YEAR PERFORMANCE TARGETS

Launch a pilot prototype database project to test the design and implementation of the
2003 .
knowledge base components and system architecture.
Create the capability to import, export, and link molecular expression data by extending
2004 | the Chemical Effectsin Biological Systems (CEBS) database object model to include
toxicology/pathology fields, and by creating a data portal that will load toxicology data.
Create and provide public access to agloba molecular expression and
2005 | toxicology/pathology database of environmental chemicals and drugs (CEBYS), featuring
simple query download capability.
Enhance the CEBS to allow the capture and integration of transcriptomics, proteomics,
and toxicologic data for the same compound.

2006

Performance Measures: The FY 2006 target is to enhance the CEBS knowledge base to alow the capture and
integration of transcriptomics, proteomics, and toxicologic data for the same compound to optimize utility of the
data. The 2006 measure reflects the progressive work being done to achieve the overarching goal of developing
a CEBS knowledge base.

Thistarget is being achieved in rational steps that began with the launch of a CEBS prototype database system
to explore the management, integration, mining, and analysis of microarray, histopathology, and clinica
chemistry data. CEBS currently allows loading of individual data sets from microarray experiments but it does
not have the capability of integrating data from multiple data sets for a single compound. In FY 2004, the CEBS
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ToxArm was designed and implemented to capture information on toxicogenomics study design and toxicol ogy/
pathology outcome datasets.

Measurement data will come from:

+ Public accessibility of intramural databases and commercial software to built a prototype CEBS,
+  Object models to capture molecular expression data,

¢ Raw data sets from contributing laboratories, and

+ |nput data will be verified using a combination of automated and manual verification/curation.

PART Review

This goal has not been specifically reviewed by PART; however, extramural research activities in total were
reviewed for the FY 2006 process and received an Effective rating.

EXTERNAL FACTORS

Accuracy of Data. Data generated from microarrays, proteomics, toxicology, histopathology, and clinical
chemistry will be managed in developing the CEBS. This data must be accurate in order to precisely define
biological/toxicologica pathways. Similarly, information about the biological effects of chemicals and other
agents and their mechanism of action will be collected from the literature and stored. The NIH relies on international
data capture guidelines (e.g., MIAME, minimal information about a microarray experiment) and counterpart
databases, such as the European Bioinformatics Institute Tox-ArrayExpress, to enhance the number and quality
of microarray and toxicogenomics data sets.

Intellectual Capital. In addition to data issues, manpower issues can be expected to have an adverse impact on
achieving thisgoal. There are a finite number of individuals with the expertise to accomplish the tasks outlined
above, both intramurally and extramurally. Consequently, the necessary intellectual capital might be unavailable
and it may be increasingly difficult to recruit. To manage thisrisk, CEBS has taken the lead in this field by
collaborating with national and international organizations to insure that their efforts can dovetail with the CEBS
knowledge base.

RATIONALE FOR THE BUDGET REQUEST

The NIH budget for FY 2006 of $11.4 million for this project will include monies needed for accomplishing the
performance goals of the CEBS project.

Part of the funds proposed for FY 2006 will be used to support a new contract. The purpose of that contract will
be to investigate new proteomics technologies, the data from which will be incorporated into CEBS. The
remaining funds will be to support the efforts of the current contractors to continue the development of CEBS
and to generate microarray data that will become part of the knowledge base.
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Improve the Quality of Health Care Services

5a. Medical Product Surveillance Improving the quality of lifein the United States includes improving the

Network (FDA)

5b. Prevention Portfolio (AHRQ)

quality of the health care services that people receive. This strategic goal
isto improve health care services by reducing medical errors, improving
consumer and patient information, and accel erating the development and
use of electronic health information. To achieve this goal, HHS will
continue implementation of avariety of strategies designed to improve the
delivery of hedth care services. These strategies include the devel opment
and dissemination of evidence based practices, information systems, new
technologies for the home and clinical setting, and improved reporting
systems for medical errors and adverse events.

Health quality improvement at HHS also means trandating new knowledge
of effective health services into strategies, educationa tools, and information
to help clinicians and hedlth care policy makersimprove hedlth care quality.
HHS will work to expand provider networks to disseminate health care
quality information, enabling consumers to make informed choices.

HHS will provide leadership to promote the development of a national
health information infrastructure that takes advantage of the most current
technology available. Thiswill involve attention to the secure and
confidential treatment of health information, adoption of national data
standards, and research on the applications of a nationa health information
infrastructure that informs consumers, patients, professionals, and other
decision makers alike.

HHS is committed to reducing medical errors and does so through
programs such as the Food and Drug Administration (FDA) Medical
Product Surveillance Network System (Medsun). This program was
found to be representative of the Department's advancements under this
strategic goal. When fully implemented, Medsun will improve patient
safety by serving as an advance warning system for device problems, and
alaboratory for research and two-way communication between FDA and
each user-facility. Also assessed under this strategic god are the prevention
programs of the Agency for Hedlthcare Research and Quality (AHRQ).
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PROGRAM 5A: MEDICAL PRODUCT SURVEILLANCE NETWORK
Food and Drug Administration (FDA)

FY 2006 Budget Request:
$34.0 Million

FY 2006 Full Cost:
$39.8 Million

FY 2005 PART Rating:
Moderately Effective

v Performance Measure: Expand
implementation of Medical Product
Surveillance Network (Medsun) to a
network of 350 facilities.

PrROGRAM DESCRIPTION

The FDA Modernization Act (FDAMA) mandates that FDA replace
universal user facility reporting with the Medical Product Surveillance
Network (Medsun), anetwork of user facilities that together will provide
arepresentative profile of reports from major medical device product
users such as hospitals. When fully implemented, Medsun will serve as
an advance warning system for device problems; alaboratory for research
and two-way communication between FDA and the user-facility
community to improve patient safety through recognition and management
of use-related errors and to offer feedback to manufacturers to improve
device design.

Medsun is designed to improve FDA decision making about device
problems by generating more useful and diverse reports from trained,
engaged reporters. The program collects reports on deaths and serious
injuries associated with the use of medical devices, and the participating
facilities are aso highly encourage to submit reports about close calls.
Reports on close calls allow FDA to evaluate a device issue before
patient injury occurs. Better information allows more timely signal
detection and enhances FDA's ability to analyze and react to problems.
A key component of Medsun is to offer easily accessible information
related to safe device use. Medsun participants receive a continuous
stream of feedback including newsletters, educational materials,
publications and other information related to patient safety and device
use.

Medsun includes collaborations with a number of other Center for
Devices and Radiological Health (CDRH) components and initiatives to
expand the active surveillance. A recent pilot study expanded reporting
procedures for collecting data on problems with laboratory tests. A new
collaboration with the CDRH Home Health Care Committee will alow
better communication exchange between the FDA and Home Health
Care agencies.

The Medsun performance goal supports the Department's Strategic

Goal 5 — Improve Quality of Health Care Services, its Objective 5.1 —
Reduce Medical Errors, and FDA's Strategic Goal — Patient and
Consumer Safety. Medsun isaso acritical component towards
achieving FDA's long-term outcome goal to increase the percent of the
population covered by active surveillance, which will alow for more
rapid identification and analysis of adverse events [Increase by 50% the
patient population covered by active surveillance of medical product
safety by 2008].

Medical Product Surveillance Network
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PERFORMANCE ANALYSIS , ) _
Performance M easur e: Expand implementation of Medical Product

Surveillance Network (Medsun) to a network of 350 facilities

Performance Measure: Expand implementa-
tion of Medical Product Surveillance Network
(Medsun) to a network of 350 facilities.

In FY 2005 FDA intends to increase the —
number of facilities in the Medsun network to || 2005 | 350 facilities
350. In FY 2006, FDA will continue to recruit || 2006 | 350 facilities ||
additional facilities, but will begin to replace
existing facilities that have decided to place alow priority on participating in this voluntary network. This will
increase the overall effectiveness of the system while holding the total number of facilities to 350, which FDA
believesis the optimum size. FDA exceeded its goal of 240 facilitiesin FY 2004 by enrolling a total of

299 hospitals as of October 2004. In FY 2004 Medsun developed a number new programs, including training,
an workshop on electro-surgical units, a project to evaluate common problems with sutures, an engineering
audio conference, a collaboration with ECRI on auto suture devices, a study on pulmonary catheters, a study on
drug eluting stents, and a pilot of the LabSun program for clinical laboratory reporting. On arecent survey of
the Medsun participants, 78 percent responded that participation in Medsun has improved patient safety in their
hospitals. In FY 2003, the Agency met its goal by recruiting a total of 206 facilitiesinto Medsun. In FY 2002,
FDA recruited, trained and had functioning 80 facilities for the network. In FY 2001, FDA did not meet the goal
of recruiting 75 hospitals, as most of the effort that year was focused on resolving internal policy issues and
addressing information technology security requirements. During FY 2002, FDA extended software devel op-
ment to accommodate Internet-based reporting system (interactive web-based form and database), and took steps
to ensure that facilities reporting information had Internet access to secure servers.

Data Sour ce:

Actual

The data sources are the CDRH Adverse Events Reports and the reports generated from the Medsun users.
The reliability of the data contained in this report is excellent to the best of FDA's knowledge. The numbers
provided for fiscal years 2001, 2002, and 2003 reflect actua recruitment. Those were the targeted number of
facilities and all goals have been met to date.

The Following Chart Shows the actual progress of Medsun from FY 2001-2004 along with the FY 2001-2006
target levels:

Medsun FacilitiesFY 2001 - FY 2004: Target vs. Actual
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PART Review

In FY 2005, the FDA was assessed as an entire program. FDA was acknowledged and commended for devel oping
eight new long-term outcome and efficiency goals. FDA continues to respond to the sole recommendation from
the FY 2005 PART which is to demonstrate progress towards achieving its new long-term outcome goals.

FDA remains committed to improving processes and implementing new initiatives which will ultimately help to
achieve the long-term outcome gods. During the past year, FDA has devel oped basdine data to measure progress
on outcome goal's; mapped business processes to understand and better align activities and outputs with
outcomes and strategic goals; improved processes that support performance targets; and implemented new initia-
tives that help achieve outcome goals.

EXTERNAL FACTORS

The amount of funding allocated to the Medsun project remains an important factor in determining its success.
If funded at requested levels, Medsun will be able to achieve its goals. There will be a significant detrimental
effect on performance if the budget funding levels are not maintained at the request level.

RATIONALE FOR THE BUDGET REQUEST

The Medsun program is financed within the $213.4 million request for CDRH.in the FY 2006 budget. Within
this total, FDA plans to allocate $34 million to the Medsun program. The goal for FY 2006 will be to maintain a
cohort of 350 sites, replacing sites that wish to leave the program or have not been active participants. This will
help to increase the number and quality of reports, which in turn will lead to earlier diagnosis of adverse events.
The enhancement of the adverse events data system and linkages with other health care systems is the first line
of defense against medical errors, supporting the Department's initiative to improve the quality of health care
services.
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PROGRAM 5B: PREVENTION PORTFOLIO
Agency for Healthcare Research and Quality (AHRQ)

FY 2006 Budget Request:
$ 5.6 Million

FY 2006 Full Cost:
$ 5.8 Million

v Performance Measure: Increase
the quality and quantity of preventive
care delivered in the clinical setting
especially focusing on priority popula-
tions.

v Performance Measure: Improve
the timeliness and responsiveness of
the United States Preventive Services
Task Force (USPSTF) to emerging
needsin clinical prevention.

v Performance Measure: Increase
the number of partnerships that will
adopt and promote evidence-based
clinical prevention.

PrROGRAM DESCRIPTION

Prevention isavita component of AHRQ's mission to improve the qudity,
safety, efficiency and effectiveness of health care for all Americans.
This can be accomplished by developing new knowledge about what
preventive services are effective for patients, identifying ways to improve
the delivery of useful preventive services by providers, helping health
care systems incorporate knowledge into practice, and providing
stakeholders with the knowledge needed to improve preventive health
care. These efforts fully support AHRQ's mission by improving the
effectiveness and efficiency of health care delivery.

Through AHRQ's prevention efforts, the agency aims to increase the
adoption and delivery of evidence-based clinical prevention services to
improve the health of all Americans. Thiswork is done through both
the development of evidence-based clinical prevention recommenda-
tions, through the U.S. Preventive Services Task Force (USPSTF), as
well as through dissemination and implementation of these guidelines
into practice. The Task Force is an independent panel of expertsin
primary care and prevention that systematically reviews the evidence of
effectiveness and devel ops recommendations for clinical preventive
services. The Prevention Dissemination and I mplementation program
facilitates the health care system to improve the delivery of evidenced-
based clinical preventive services. This requires the engagement of the
entire health care delivery system, including clinicians, health care
provider organizations, employers and insurers, and consumers. By
identifying how these recommendations can improve the delivery of
effective health care, AHRQ can facilitate the adoption of the Task Force
recommendations among public (Federal, State, tribal, local) and private
partners. Working through these partnerships, the program facilitates
healthcare systems' incorporation of clinical preventive services into
routine clinical practice. Adoption of beneficial and timely clinical
preventive recommendations by clinicians and health care systemsis a
measure of the success of AHRQ's prevention efforts.

PERFORMANCE ANALYSIS
There are three overarching measures of success for clinical prevention
efforts at AHRQ:

+ |Increase the quality and quantity of preventive care delivered in
the clinical setting especially focusing on priority populations.

+ Improve the timeliness and responsiveness of the USPSTF to
emerging needs in clinical prevention.
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¢ Increase the number of
partnerships that will adopt and
promote evidence-based clinical

Performance M easur e: Increase the quality and quantity of preventive care
delivered in the clinical setting especially focusing on priority populations.

prevention. Data Source: PBRN Resource Center report from provider focus groups —
FY 2004
Performance Measure: Increase the
quality and quantity of preventive care | Year Target Actual
deliveredin the clinical setting especialy || 2004 | Benchmark best practices for delivery of Completed

focusing on priority populations.
During FY 2004, the Prevention

clinical preventive services. benchmarking of

provider groups.

2005 | Establish baseline of quality and quantity of

preventative services delivered.

Portfolio underwent significant organi-
zational changes to align with the

agency's mission. To identify gapsin
the adoption of clinical prevention in

2006 | Increase the number of users of clinical

prevention products by 10 percent.

the health care setting, AHRQ
conducted a series of customer-driven meetings and focus groups with health care providers and key health care
stakeholders, including health care delivery organizations and health care purchasers. Through these efforts,
AHRQ has begun to identify the best practices for the delivery of clinical preventive services among a diverse
group of users. In FY 2004, consumer-oriented products included Pocket Guides to Good Health for Adults,
Good Health for Children, and Staying Healthy at 50+. AHRQ aso produced consumer checklists focusing on
women's and men's health at any age. Marketing of these products led to audio releases to over six million
English and Spanish listeners. Production of these products involved partnerships with professional organiza-
tions such as AARP.

In AHRQ's efforts to enhance the use of evidence-based prevention recommendations, the agency has been
working with clinicians to ensure that its products are user-driven. Given the key importance of health information
technology in improving the quality of U.S. health care, the agency has been developing I T tools and products
that will help clinicians do the right thing during busy clinical practice. A free Personal Digital Assistant (PDA)
program now alows clinicians to query the USPSTF recommendations by age and gender. Over six months,
there have been more than 12,000 downloads and installations of these web-based programs. Ongoing efforts
will include further refinement of current tools, such as the PDA program, and development of new web-based
tools for patients and clinicians.

Performance Measure: Improve the timeliness and responsiveness of the USPSTF to emerging needs in clinical
prevention.

The USPSTF was first convened by the U.S. Public Health Service in 1984 to systematically review the
evidence of effectiveness of clinical preventive services. The mission of the Task Force is to evaluate the
benefits of individual services and to

Performance M easur e: Improve the timeliness and responsiveness of the
United States Preventive Services Task Force (USPSTF) to emerging needs
in clinical prevention.

Data Source: USPSTF internal tracking database/ USPSTF Topic Updating
Protocol

| Year Target Actual

2005 | Establish baseline measures for timeliness and

responsiveness.

2006 | Increase the number of annual topics

reviewed by the task force by 10 percent.

create age-, gender-, and risk-based
recommendations about services that
should routinely be incorporated into
primary medical care. Furthermore,
when evidence is insufficient in an
area, the recommendation helps to
identify the research agenda for
clinical preventive services.

To date, the Task Force has reviewed
over 70 topicsin the area of primary
and secondary clinical prevention that
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address issues of screening, counseling, and chemoprophylaxis. These topics range from screening for obesity to
counseling to taking aspirin to prevent afirst heart attack. In FY 2004, the Task Force eliminated its backlog of
topics, as evidenced by releasing 20 new recommendations. In addition, AHRQ engaged primary clinicians to
address the situation where there is insufficient evidence for the Task Force to make a recommendation. In
collaboration with other Federal agencies, AHRQ is facilitating the communication of these research gaps
directly to funding agencies in order to shape research agendas in the area of clinical prevention.

Performance Measure: Increase the number of partnerships that will adopt and promote evidence-based
clinical prevention.

AHRQ is leading improvement in Performance M easur e: Increase the number of partnerships that will adopt
clinical prevention for the healthcare and promote evidence-based clinical prevention.

sector. D.evel oping partnerships with Data Source: OCKT product tracking/ Prevention portfolio internal
large delivery systems such as States, || program tracking for D & | Program
health plans, and purchasers can help

to improve the delivery of clinical
preventive services and improve the 2004 | Produce fact sheets for adolescents, seniors, and Completed

health of Americans. children. Partner with appropriate professional
societies and advocacy groups.

| Year Target Actual

During FY 2004, new private and
facilitate the adoption of the evidence- prevention portfolio promoting clinical prevention.

based clinical prevention. On the 2006 | Increase the number of partnerships adopting
private side, AHRQ partnered with evidence-based clinical prevention by 5 percent.
large employers, such as Generd
Motors, as well as the National Business Group on Health, a consortium of larger employers and purchasers. On
the Federal side, AHRQ has become an instrumental part of the Department's Steps to a Healthier US. Through
amulti-year partnership with CDC, AHRQ has assumed the lead for the health care sector's efforts to improve
healthy behaviors and clinical prevention. As part of this 