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PUTTING AMERICA’S HEALTH FIRST
FY 2021 President’s Budget for HHS

dollars in millions 2019 2020 2021
Budget Authority /1 1,284,349 1,368,202 1,427,609
Total Outlays 1,214,172 1,322,396 1,370,489

1/ The Budget Authority levels presented here are based on the Appendix, and potentially differ from the levels displayed in the individual
Operating or Staff Division Chapters.

COMPOSITION OF THE FY 2021 BUDGET $1,370 BILLION IN OUTLAYS

Children's Entitlement Discretionary Programs
TANF Programs [ 8%
1% 2% —_—

Medicare
Other Mandatory Programs 53%
3.1%
Medicaid
33%
I

General Notes

Numbers in this document may not add to the totals due to rounding. Budget data in this book are presented
“comparably” to the FY 2021 Budget, since the location of programs may have changed in prior years or be proposed
for change in FY 2021. This approach allows increases and decreases in this book to reflect true funding changes.
The FY 2020 and FY 2021 mandatory figures reflect current law and mandatory proposals reflected in the Budget.
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PUTTING AMERICA’S HEALTH FIRST

The mission of the U.S. Department of Health and Human Services (HHS) is to enhance and protect the health and
well-being of all Americans. We fulfill that mission by providing for effective health and human services and by fostering
sound, sustained advances in the sciences underlying medicine, public health, and social services.

The President’s Fiscal Year (FY) 2021 Budget (Budget)
reflects the Administration’s commitments to advance
a patient-centered healthcare system, protect the lives
of the American people, promote independence, and
streamline federal programs.

The Budget proposes $94.5 billion in discretionary
budget authority and $1.3 trillion in mandatory
funding. These strategic investments ensure the
Department’s programs work well for the people they
serve, and take crucial steps towards a future where
these programs enhance and protect the health and
well-being of every American.

FACILITATE PATIENT-CENTERED CARE

Providing Price and Quality Transparency

President Trump’s Executive Order on Improving Price
and Quality Transparency in American Healthcare to
Put Patients First directs HHS to make healthcare prices
transparent, laying the foundation for a patient-driven
and value-based health system. HHS has acted swiftly
to require hospitals to publish their prices and is
working to do the same for issuers, so patients can
understand their own out-of-pocket costs. CMS has
also required Part D prescription drug plans to develop
tools that allow beneficiaries to determine plan
benefits and formularies.

The Executive Order calls for the development of a
Health Quality Roadmap that aligns and improves
reporting on data and quality measures across
Medicare, Medicaid, the Children’s Health Insurance
Program, and other federal health programs. The
Roadmap will include a strategy for establishing,
adopting, and publishing common quality measures;
aligning hospital inpatient and hospital outpatient
measures; and eliminating low-value or
counterproductive measures.

HHS legislative proposals increase price and quality
transparency in Medicare. For instance, the Budget
would eliminate coinsurance or copayments for a
screening colonoscopy when a polyp is found, saving
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lives and supporting the President’s policy to reduce
out-of-pocket costs for this common procedure.

The Budget also invests funding in programs that
promote transparency. The Budget requests

$51 million for the Office of the National Coordinator
for Health IT, which includes funding to develop,
promote, and adopt common standards to integrate
health information and product transparency while
protecting privacy. In addition, the new National
Institute for Research on Safety and Quality within the
National Institutes of Health (NIH) supports the
Administration’s efforts to move healthcare
organizations from volume to value by focusing on
improving outcomes, reducing cost, and expanding
choices for consumers. Research investments will
focus on developing knowledge, tools, and data
needed to improve the healthcare system.

Lowering the Cost of Prescription Drugs

The United States is first in the world in
biopharmaceutical investment and innovation. But too
often, this system has not put American patients first.
We have access to the greatest medicines in the world,
but access is meaningless without affordability. The
Budget supports quick Congressional action to pass
comprehensive legislation to address these flaws in our
current drug pricing system and provide needed relief
to the American people.

The Budget delivers on President Trump’s promise to
bring down the high cost of drugs and reduce out-of-
pocket costs for American consumers by pursuing
policies that align with the four pillars of the
President’s American Patients First Blueprint:
increased competition, better negotiation, incentives
for lower list prices, and lowering out-of-pocket costs.

The Budget includes an allowance for bipartisan drug
pricing proposals. The Administration supports
legislative efforts to improve the Medicare Part D
benefit by establishing an out-of-pocket maximum and
reducing out-of-pocket costs for seniors. The
Administration also supports changes to bring lower



cost generic and biosimilar drugs to patients. These
efforts would increase competition, reduce drug prices,
and lower out of pocket costs for patients at the
pharmacy counter.

The Budget includes an allowance for savings of
$135 billion over ten years to support the President’s
commitment to lower the cost of prescription drugs.

Protecting and Improving Medicare for our Nation’s
Seniors

Over 60 million American seniors are in the Medicare
program, and they are overwhelmingly satisfied with
the care they receive through traditional Medicare and
Medicare Advantage. The President is continuing to
strengthen and improve these programs.

The Budget continues to implement the President’s
Executive Order on Protecting and Improving Medicare
for Our Nation’s Seniors, building on those aspects of
the program that work well, while also introducing

market-based approaches to Medicare reimbursement.

The Administration seeks to protect and reform
Medicare with proposals that strengthen fiscal
sustainability and deliver value to patients. To drive
reform, the Centers for Medicare & Medicaid Services
(CMS) is modernizing the Medicare Advantage
program, unleashing innovation, expanding telehealth
options, and driving competition to improve quality
among private Medicare health and drug plans. The
Administration is expanding flexibility for these
Medicare Advantage plans to maximize choices for
seniors, and taking action to ensure fee-for-service
Medicare is not promoted over Medicare Advantage.

President’s Health Reform Vision Allowance

While Americans have the best healthcare options in
the world, rising healthcare costs continue to be a top
financial concern for many Americans. President
Trump’s Health Reform Vision will protect the most
vulnerable, especially those with pre-existing
conditions, and provide the affordability, choice, and
control Americans want and the high-quality care that
all Americans deserve.

The President’s Health Reform Vision would build on
efforts outlined in the Executive Order, “Improving
Price and Quality Transparency in American Healthcare
To Put Patients First” to provide greater transparency
of healthcare costs and enshrine the right of a patient
to know the cost of care before it is delivered. It
focuses on lowering the price of medicine, ending

THE PRESIDENT’S EXECUTIVE ORDER ON MEDICARE WILL:

1 I . Open up new options for plans within Medicare
| ¢ Advantage and test out new benefits

-ﬁ Accelerate Medicare’s ability to pay for the latest
medical technology

N Pay doctors for the time they spend with patients,
I rather than procedures or paperwork

Cut waste, fraud, and abuse in Medicare that
undermines the program

| Help healthcare professionals like nurses practice
to the top of their license

g

The budget contains 50 proposals — 42 legisiative and 8
administrative — that respond to the Executive Order’s
directives.

surprise medical bills, breaking down barriers to choice
and competition, and reducing unnecessary regulatory
burdens. The Health Reform Vision will also prioritize
federal resources for the most vulnerable and provide
assistance for low-income individuals. Medicaid
reform will restore balance, flexibility, integrity, and
accountability to the state-federal partnership.
Medicaid spending will grow at a more sustainable rate
by ending the financial bias that currently favors able-
bodied working-age adults over the truly vulnerable.

The Budget includes savings of $844 billion over ten
years for the President’s Health Reform Vision
Allowance.

Paying for Outcomes

The Administration is committed to advancing a
personalized and affordable healthcare system that
puts the patient at the center by ensuring federal
health programs produce quality outcomes and results
at the lowest possible cost.

In part, this will be achieved by our continued focus on
paying for outcomes rather than procedures. For
instance, the Budget seeks to improve Medicare
primary care services by ensuring payments more
accurately reflect clinician time, resources, and
outcomes. The Budget also implements a value-based
purchasing program for hospital outpatient
departments, ambulatory surgical centers, and post-
acute care facilities, offering incentives to improve
quality and health outcomes. Finally, the Budget
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proposes a set of reforms that improve the physician
experience and participation in the Quality Payment
Program by eliminating reporting burdens for clinicians
participating in the Merit-Based Incentive Payment
System, CMS'’s largest value-based care payment
program.

The Administration issued proposed rules to
modernize key regulations that advance the movement
to value-based care and paying for outcomes.
Specifically, the Administration proposed reforms to
the Anti-Kickback Statute, the Physician Self-Referral
regulations (Stark Law), and 42 CFR Part 2. These
proposed rules are part of HHS’s Regulatory Sprint to
Coordinated Care, which aims to reduce regulatory
barriers and accelerate the transformation of the
healthcare system into one that better pays for value
and promotes care coordination. These proposed rules
reduce unnecessary regulatory burden on physicians
and other healthcare providers while reinforcing their
statutory intents of protecting patients from
unnecessary services, and limiting fraud waste and
abuse. This includes adding flexibilities with respect to
outcomes-based payments and part-time
arrangements. These rules would allow physicians and
other healthcare providers and suppliers to design and
enter into value-based arrangements that improve
quality outcomes, produce health system efficiencies,
and lower costs.

The CMS Center for Medicare and Medicaid Innovation
(Innovation Center) launched a number of innovative
payment and service delivery models to test ideas to
shift our healthcare system toward payment for
outcomes and health rather than sickness and
procedures. This effort includes Direct Contracting and
Primary Care First, a new suite of payment model
options that will transform primary care to deliver
better value for patients throughout the healthcare
system. In addition, the Emergency Triage, Treat, and
Transport Model provides greater flexibility to
ambulance care teams to address emergency
healthcare needs of Medicare beneficiaries following a
911 call, rather than delivering them to the hospital or
emergency department for an unnecessary and
expensive visit.

PROTECT LIFE AND LIVES
Combating the Opioid and Methamphetamine Crisis

In 2018, drug overdose deaths declined for the first
time since 1990. A reduction in deaths from
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prescription opioid painkillers is almost entirely
responsible for this decline. To maintain and build on
this progress, HHS continues to advance the
department’s five-point strategy to:

e Improve access to prevention, treatment, and
recovery services, including the full range of
medication-assisted treatments;

e Better target the availability of overdose-
reversing drugs;

e Strengthen our understanding of the crisis
through better public health data and
reporting;

e  Provide support for cutting edge research on
pain and addiction; and

e Improve pain management practices.

The Budget requests $5.2 billion to address the opioid
overdose epidemic, including $169 million in new
resources. Funding expands State Opioid Response
grants in the Substance Abuse and Mental Health
Services Administration (SAMHSA) to provide direct
treatment, recovery support services, and relapse
prevention. The Budget provides funding to the Health
Resources and Services Administration (HRSA) for
Addiction Medicine Fellowships to support
approximately 60 fellows annually in underserved,
community-based settings that integrate primary care
with mental health and substance use disorder
prevention and treatment services.

While opioids have been at the forefront of the drug
landscape, the crisis continues to evolve and many
public health experts believe we are entering into the
fourth wave of the crisis, which is underscored by
increases in overdose deaths involving
psychostimulants, particularly methamphetamine.

HHS is leveraging current efforts to address the opioid
epidemic to combat the rising mortality and morbidity
associated with methamphetamines and other
stimulants. To allow flexibility to most effectively
combat substance abuse in whatever form it takes,
SAMHSA’s State Opioid Response grant program has
the flexibility to also address stimulants. HHS would



direct $50 million within NIH for research to develop
medication-assisted treatment and evidence-based
psychosocial treatment for methamphetamines and
other stimulants.

Ending the HIV Epidemic: A Plan for America

In the 2019 State of the Union, President Trump
announced a bold new initiative to reduce new HIV
infections by 75 percent in the next 5 years and by
90 percent in the next 10 years, averting more than
400,000 HIV infections in that time period. This
initiative focuses on four key strategies:

e Diagnose all individuals with HIV as early as
possible after infection;

e Treat the infection rapidly and effectively after
diagnosis, achieving sustained viral
suppression;

e  Protect individuals at risk for HIV using proven
prevention approaches; and

e Respond rapidly to detect and respond to
growing HIV clusters and prevent new HIV
infections.

The Budget invests $716 million in dedicated funding
for the second year of the Ending the HIV Epidemic: A
Plan for America initiative, an increase of $450 million
from FY 2020. This funding expands activities in the
57 target jurisdictions to increase HIV testing and
access to prevention and treatment services.

With $371 million, the Centers for Disease Control and
Prevention (CDC) transitions from planning to
implementation and intensifies work begun in FY 2020
in the 57 target jurisdictions. CDC grants to affected
communities will drive additional testing with the goal
in the second year of doubling the number of new HIV
diagnoses rapidly treated with antiretroviral therapy to
maintain health and prevent additional HIV
transmissions. Funded jurisdictions will use pharmacy
data, telehealth, mobile testing, and new science-
based networks to ensure individuals enter and adhere
to care.

With $302 million, HRSA expands HIV prevention
services to all community health centers in the
targeted initiative areas and serves 28,000 additional
HIV positive people through the Ryan White Program.
HHS also requests $27 million for the Indian Health
Service (IHS) to enhance HIV testing and linkages to
care for American Indians and Alaska Natives.

FY 2021: $716M DEDICATED FUNDING
FOR ENDING THE HIV EPIDEMIC INITIATIVE

to CDC to implement proven and

$37 1M innovative strategies to prevent,

diagnose, treat and respond

to HRSA for HIV prevention and

5302 M diagnosis services expansion at Health

Centers and treatment through the
Ryan White HIV/AIDS Program

SZ7M to IHS for HIV testing and linkages
to care for Al/AN

$16M to NIH for research on effective
prevention and treatment strategies

NIH directs $16 million to leverage pilot data from 17
Centers for AIDS Research to design and evaluate
effective, sustainable systems to implement HIV
prevention and treatment interventions and rapidly
implement strategies at scale that will be most
effective.

These investments build on ongoing HIV activities
supported across the Department and an
announcement in 2019 to make pre-exposure
prophylaxis medication available free of charge for up
to 200,000 uninsured individuals each year for up to 11
years. The donation by Gilead Sciences, in partnership
with HHS, will help reduce the risk of HIV infections,
particularly for individuals that may be at the highest
risk.

Improving Maternal Health

Approximately 700 women die each year in the United
States from pregnancy-related complications and more
than 60 percent of these deaths are preventable. In
fact, women in the United States have higher rates of
maternal mortality and morbidity than in any other
industrialized nation — and the rates are rising. In
addition to rising mortality rates, severe maternal
morbidity affects more than 50,000 women and adds
significant costs to the healthcare system.

Cardiovascular disease is now the leading cause of
death in pregnancy and the postpartum period,
constituting nearly 30 percent of pregnancy-related
deaths. Chronic hypertension — which is diagnosed or
present before pregnancy or before 20 weeks gestation
— may result in significant maternal, fetal, and neonatal
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morbidity and mortality. The rate of chronic
hypertension increased by 67 percent from 2000 to
2009, with the largest increase (87 percent) among
African American women. CDC points to hypertensive
disorders, cerebrovascular accidents, and other
cardiovascular conditions as some of the leading causes
of maternal deaths, all potentially preventable
conditions. It is imperative to identify risk factors prior
to pregnancy in order to prevent poor pregnancy and
postpartum outcomes.

HHS's Improving Maternal Health in America initiative
is addressing this significant public health problem.
This initiative focuses on four strategic goals:

e Achieve healthy outcomes for all women of
reproductive age by improving prevention and
treatment;

e Achieve healthy pregnancies and births by
prioritizing quality improvement;

e Achieve healthy futures by optimizing
postpartum health; and

e Improve data and bolster research to inform
future interventions.

The Budget provides a total of $116 million for this
initiative across the National Institute for Research on
Safety and Quality (NIRSQ), CDC, HRSA, and IHS. This
includes S7 million for NIRSQ to improve service data,
advance data evaluation, and expand medical
expenditure surveys to ensure policy makers have
timely and accurate data. The Budget also invests
$24 million in CDC to expand the Maternal Mortality
Review Committees to all 50 states to ensure every
case of pregnancy-related death is examined. The
Budget provides $80 million in HRSA to improve the
quality of maternal health services, expand access to
care, and reduce disparities in care. The Budget invests
S5 million in IHS to help improve health outcomes by
standardizing care, increasing cultural awareness, and
improving care for pregnant women.

Advancing American Kidney Health

Today’s status quo in kidney care carries a tremendous
financial cost. In 2016, Medicare fee-for-service spent
approximately $114 billion to cover people with kidney
disease, representing more than one in five dollars
spent by the traditional Medicare program. In July
2019, the President signed an Executive Order
launching an initiative to transform care for the
estimated 37 million Americans with kidney disease.
The Advancing American Kidney Health initiative
tackles the challenges people living with kidney disease
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face across the stages of kidney disease, while also
improving the lives of patients, their caregivers, and
family members.

The Budget includes $39 million across multiple HHS
agencies and requests new legislative authority in
support of the initiative’s three goals:
o Reduce the number of Americans developing
End-Stage Renal Disease (ESRD) by 25 percent
by 2030.
e Have 80 percent of new ESRD patients in 2025
receive dialysis at home or a transplant.
e Double the number of kidneys available for
transplant by 2030.
This funding also supports transplantation activities for
other organs.

ADVANCING AMERICAN KIDNEY HEALTH
INITIATIVE SEEKS TO DELIVER ON THREE KEY GOALS

Reduce Americans developing
"" End-Stage Renal Disease (ESRD)
S by25%by 2030

home dialysis or a transplant by 2025

l 80"/) Have 80% of new ESRD patients receive
0

Double number of kidneys
ﬁr‘ available for transplant by 2030

To achieve these goals, HHS is scaling programs
nationwide to optimize screening for kidney disease
and educate patients on care options. HHS is also
supporting innovation and groundbreaking research to
inform the next generation of targeted therapies and
accelerate development of innovative products such as
an artificial kidney. New and pioneering payment
models are also being developed to increase both value
and quality of care for the patient.

The Budget also targets new funding towards HRSA’s
Organ Transplantation Program to remove financial
disincentives for living organ donors. The Budget
invests $31 million in HRSA for the Organ
Transplantation program, including $18.3 million for
the Organ Procurement Transplantation Network,
Scientific Registry of Transplant Recipients, and public
and professional education efforts to increase public
awareness about the need for organ donation. In
addition, the proposed rule to increase accountability



and availability of the organ supply — announced in
December 2019 — would improve the donation and
transplantation rate measures, incentivize Organ
Procurement Organizations (OPOs) to ensure all viable
organs are transplanted, and hold OPOs to greater
oversight, transparency, and accountability while
driving higher OPO performance.

HHS is working to accelerate innovation in the
prevention, diagnosis, and treatment of kidney disease
through the Kidney Innovation Accelerator (KidneyX), a
public-private partnership between HHS and the
American Society of Nephrology. The HHS Office of the
Chief Technology Officer will continue the KidneyX
competition in FY 2021 by challenging individuals,
teams, and companies to build and test prototype
solutions, or components of solutions, that can
replicate normal kidney functions or improve dialysis
access.

The Budget proposes to establish a new program
within the Office of the Assistant Secretary for
Preparedness and Response (ASPR) that will advance
kidney health. The Preparedness and Response
Innovation program will support advanced research
and development, prototyping and procurement of
revolutionary health security products, technologies
and other innovations. The program’s first project will
focus on portable dialysis equipment for emergency
response. This will ensure that individuals with kidney
failure have access to dialysis during a disaster.

The Budget also advances legislative proposals to
revolutionize the way patients with chronic kidney
disease and kidney failure are diagnosed, treated, and
supported. This effort includes extensions of both the
NIH Special Diabetes Program and IHS Special Diabetes
Program for Indians to address chronic conditions, such
as diabetes, that can lead to kidney disease.

For patients who lose Medicare coverage at 36 months
post-transplant and who do not have another source of
healthcare coverage, the costs of continuing
immunosuppressive drug therapy may be prohibitive.
Without these drugs, the patient’s body rejects the
transplant, reverts to kidney failure, and requires
dialysis. To prevent transplant rejection and reversion
to dialysis, the Budget proposes to establish a new
federal program that provides lifetime coverage of
immunosuppressive drugs for certain kidney transplant
recipients until they are otherwise eligible for Medicare
coverage. The Budget also proposes to increase

competition among, and oversight over, Organ
Procurement Organizations to improve performance
and increase the supply of organs for transplant. In
addition, the Budget advances new innovative kidney
care payment models to encourage home dialysis,
increase access to kidney transplants, and incentivize
clinicians to better manage care for patients with
kidney disease.

Transforming Rural Health

There are 57 million Americans living in rural
communities. Rural Americans face many unique
health challenges, including hospitals that are closing
or in danger of closing; difficulty recruiting and
retaining physicians, nurses, and other providers; and
increased likelihood of dying from many leading causes
of avoidable death such as cancer and heart disease.

HHS's 4-Point Strategy to Transform Rural Health builds
on current HHS initiatives in the following areas:
e Build a Sustainable Health Model for Rural
Communities;
e Leverage Technology and Innovation;
e  Focus on Preventing Disease and Mortality;
and
e Increase Rural Access to Healthcare.

The Budget supports rural communities through
programs such as the Rural Communities Opioids
Response and the Telehealth Network Grant Program
at HRSA, which supports substance abuse prevention,
treatment, and recovery services in high-risk rural
communities, and promotes telehealth technologies
for healthcare delivery. Project AWARE (Advancing
Wellness and Resiliency in Education) will increase
mental health awareness training in rural communities.
In response to American Indian and Alaska Native
communities’ demand for telebehavioral services, IHS
expands the Telebehavioral Health Center of Excellence
with funding for new space, updated equipment, and
additional behavioral health providers.

Telehealth services make rural health programs more
effective, increase the quality of healthcare, and
improve health outcomes. The Budget seeks to
remove barriers to telehealth services in rural and
underserved areas through a proposal to expand
telehealth services in Medicare fee-for-service
advanced payments models with more than nominal
financial risk. This proposal broadens beneficiary
access to Medicare telehealth services and addresses
longstanding stakeholder concerns that the current
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statutory restrictions hinder beneficiary access. The
proposal expands the telehealth benefit in Medicare
Fee-for-Service and provides authority for Rural Health
Clinics, Federally Qualified Health Centers, as well as
IHS and tribal facilities to be distant site providers for
Medicare telehealth services. Finally, the Budget
proposes to allow Critical Access Hospitals to
voluntarily convert to an emergency hospital that does
not maintain inpatient beds.

Addressing Tick-borne Diseases

Tick-borne diseases, of which Lyme Disease is the most
common, account for 80 percent of all reported vector-
borne disease cases each year and represent an
important emerging public health threat in the United
States. With 59,349 reported cases in 2017, the
annual number of reported cases has more than tripled
over the last 20 years; due to under-reporting, this
number substantially under-represents actual disease
occurrence. The geographic ranges of ticks are also
expanding, which leads to increased risk for human
exposure to the bites of infected ticks. Most humans
are infected through bites from very small young ticks,
hosted by deer or mice.

To address critical gaps in knowledge, diagnostics, and
preventive measures for tick-borne diseases, HHS is
proposing an action plan that will prioritize and
advance the most promising candidates and
technologies for diagnosing and preventing Lyme and
other tick-borne diseases. This plan, led by the Office
of the Assistant Secretary for Health in partnership
with NIH, CDC, and the Food and Drug Administration
(FDA), will address four primary areas: innovations in
diagnosis and advanced detection, developing vaccine-
based prevention, ensuring robust domestic
surveillance of vector borne diseases, and providing
additional knowledge to advance the best treatment
and prevention options. These efforts will improve
outcomes for those affected by Lyme Disease
symptoms. This plan builds on the Kay Hagan Tick Act,
enacted through the Consolidated Appropriations Act
for 2020, to improve research, prevention, diagnostics,
and treatment for tick-borne diseases.

The Budget requests $189 million, an increase of $58
million, to address tick-borne diseases. This amount
includes $115 million for NIH to expand its research on
of tick-borne disease, including in the prevention,
diagnosis, and treatment; and $66 million for CDC to
address vector-borne diseases, focusing on tick-borne
diseases, including tick surveillance, insecticide
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resistance activities, and development of improved
diagnostics. FDA will ensure the safety and efficacy of
products developed to prevent, diagnose, and treat
vector-borne diseases.

Focusing on Influenza

Influenza is a serious disease that can lead to
hospitalization and sometimes death, even among
healthy people. In the United States, millions of people
are sickened, hundreds of thousands are hospitalized,
and tens of thousands die from influenza every year. In
September 2019, the President signed Executive Order
13887, Modernizing Influenza Vaccines in the United
States to Promote National Security and Public Health.
The Executive Order recognized influenza as a public
health threat and national security priority, and
directed HHS to prepare and protect the nation.

The Budget invests $998 million to continue on-going
influenza activities as well as targeted increases to
support this directive. This amount includes

$306 million for ASPR to modernize influenza vaccine
manufacturing infrastructure and advance medical
countermeasure research and development. Activities
include additional clinical studies on licensure of
pre-pandemic recombinant-based influenza vaccine
and the advanced development of novel diagnostics,
respiratory protective devices, and alternative vaccine
delivery technology. The Budget also funds the Office
of Global Affairs to support US leadership of
international efforts on pandemic influenza
preparedness.

The Budget requests $216 million for CDC’s Influenza
program, an increase of $40 million. CDC will expand
influenza vaccine effectiveness monitoring systems and
develop and characterize candidate vaccine viruses for
vaccine manufacturers, and efforts to improve the
evidence-base on non-egg-based vaccines. CDC will
support whole genome characterization of more than
10,000 influenza viruses. All of these activities help
build domestic capacity. CDC will also increase
influenza vaccine use by removing barriers to
vaccination and enhance communication to healthcare
providers about the performance of influenza vaccines.

The Executive Order also calls for the development of
novel technologies to speed seed vaccine
development, targeted development of vaccines that
protect against multiple types of virus for multiple
years, and to improve adjuvants. In support of this
goal, the Budget includes $49 million for FDA to



support regulatory science research and clinical
assessments to promote development and access to
safe and effective influenza vaccines, and $423 million
for NIH to expand and accelerate influenza research,
including universal flu vaccine development.

Emergency Preparedness

HHS plays a key role in supporting domestic and
international preparedness and response to ensure our
nation’s safety. The Budget invests $2.6 billion in ASPR
to expand efforts to prevent, prepare for, respond to,
and recover from, the adverse health effects of public
health emergencies. This amount includes $562 million
for the Biomedical Advanced Research and
Development Authority to maintain a robust pipeline
of innovative medical countermeasures that mitigate
health effects of infectious diseases and chemical,
biological, radiological, and nuclear agents. It also
includes $535 million for Project BioShield to support
procurement of medical countermeasures against
these threats, and $705 million for the Strategic
National Stockpile to sustain and increase inventory of
high-priority countermeasures such as antibiotics to
treat anthrax exposure and vaccine to prevent
smallpox. These investments will help HHS advance
progress towards national preparedness goals.

NIH supports a robust research portfolio to develop
vaccines and therapeutics that enable rapid response
to public health threats including emerging microbial
threats, such as extensively drug-resistant tuberculosis,
emerging viral strains such as Zika, and viral
hemorrhagic fevers such as Ebola. The Budget
continues investments in NIH in scientific research on
these new threats, and invests $120 million in FDA to
facilitate medical countermeasure development and
availability to respond in the event of a microbial or
other public health threat.

Strengthening the Indian Health Service

The Administration is committed to improving the
health and well-being of American Indians and Alaska
Natives. This population continues to experience
significant health disparities, and the Budget includes
key investments to ensure quality of care. The Budget
invests $6.2 billion in IHS, which includes $125 million
for electronic health record modernization, provides
funding to support IHS Services, Ending the HIV
Epidemic, and Maternal Health, and includes

$125 million for high-priority healthcare facilities
construction projects. The Budget proposes a new,
indefinite discretionary appropriation for IHS to

address growing Indian Self-Determination and
Education Assistance Act section 105(/) lease costs.

Reforming Oversight of Tobacco Products

The Budget proposes to move the Center for Tobacco
Products out of FDA and create a new agency within
HHS to focus on tobacco regulation. A new agency
with a mission focused on tobacco and its impact on
public health would have greater capacity to respond
rapidly to the growing complexity of new tobacco
products. Additionally, this reorganization will allow
the FDA Commissioner to focus on its traditional
mission of ensuring the safety of our nation’s drug,
food, and medical products supply.

Providing Shelter and Services for Unaccompanied
Alien Children

The Administration for Children and Families (ACF)
provides shelter, care, and support for unaccompanied
alien children apprehended by the Department of
Homeland Security or other law enforcement
authorities. The number of unaccompanied alien
children requiring care is inherently unpredictable. In
FY 2019, ACF cared for 69,488 children, the highest
number in the program’s history. To ensure adequate
shelter capacity and care in FY 2021, the Budget
requests a total of $2 billion in discretionary funds to
support capacity of 16,000 licensed permanent beds,
depending on operational needs, and includes a
mandatory contingency fund to provide up to S2 billion
in additional resources if needed.

PROMOTE INDEPENDENCE

Promoting Upward Mobility

In all human services work at HHS, the overarching goal
is to promote personal responsibility, independence,
and self-sufficiency—to help Americans lead
flourishing, fulfilling, independent lives. HHS programs
for low-income Americans achieve this goal by
supporting work, marriage, and family life. HHS seeks
to better align our social safety net programs with the
booming economy, and focus on work as the means to
lift families out of poverty.

Many Americans are joining the workforce as the
Administration’s policies continue to strengthen the
economy and produce historically low unemployment
rates. The Administration supports working families by
investing in child care, an important work support that
helps families achieve independence and self-
sufficiency. The Administration is working to
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implement policies that increase access to high-

quality, affordable child care. NUMBER OF CHILDREN ADOPTED WITH PUBLIC
CHILD WELFARE AGENCY INVOLVEMENT

The Budget proposes to improve the Temporary

Assistance for Needy Families (TANF) program by

restoring its focus on employment and work o
preparation, and by targeting funds to low-income 70,000 8. " n 0 § 5
families. The proposal fundamentally changes the £0.000 = ﬁ g 8 8 & ﬁ ~ &
way the program measures success by moving to ' w8 8 g g v

measures that focus on employment outcomes, 50,000

phasing out the ineffective work participation rate. 40,000

In addition, the Budget establishes Opportunity and 20,000

Economic Mobility Demonstrations that allow for the ’

streamlining of funding from multiple safety net 20,000

programs to deliver coordinated and effective 10,000

services. The Budget also seeks to improve

consiste.ncy betw.ee.n work requiremgnt§ in. TANF and 0 B A USSR
Medicaid by requiring that able-bodied individuals é"’ Q{L Q\’b Q\’v Qﬂ <;\q’ Q{\/ q\"’ ((ﬁg_"v Q{P
participate in work activities at least 20 hours per

week in order to receive welfare benefits. Source: U.S. Department of Health and Human Services, Administration

for Children and Families, Administration on Children, Youth and

B . Families, Children's Bureau, and Adoption and Foster Care Analysis and
Support’ng Child Care Reporting System (AFCARS)

Child care is an investment in both present and

future generations of the workforce. However, it is
also one of the biggest expenses for families and can e —

be a barrier to work. Funding plays a critical role in one study had experienced homelessness at least once
helping families achieve self-sufficiency by providing by age 26. Children and young adults in foster care
parents access to a range of child care options. In FY cannot be expected to achieve the independence they
2018, the most recent year for which preliminary data need to thrive and flourish on their own—but finding
are available, over 1.3 million children from about them a loving forever family could change all that.
813,000 low-income families received a monthly child

care subsidy from the Child Care and Development According to ACF, the number of children adopted with
Fund. The Budget provides $5.8 billion for the Child help from public welfare agencies rose from 59,000 in
Care and Development Block Grant and $4.2 billion in FY 2017 to more than 63,000 in FY 2018. To sustain
mandatory child care funding for a total investment of this momentum, ACF has launched a Call to Action for
$10.0 billion in child care. The mandatory funding states and other stakeholders, which aims to develop
includes a one-time $1 billion fund for competitive and sustain key partnerships across public and private
grants to states to increase child care services for groups, including faith-based groups, with the goal of
underserved populations and stimulate employer reducing the number of children in foster care and
investment in child care. The Budget will serve increasing the number of children who find a forever
1.9 million children. family, through adoption or otherwise.

Promoting Adoption The Adoption Assistance and Guardianship Assistance
Adoption gives children stability and love during their programs will provide $4.1 billion in FY 2021 in
childhood, and also a safe and stable environment in mandatory funding to provide monthly support

which to grow into responsible adults who flourish. payments to families adopting sibling groups and
Approximately 20,000 youth exit or “age out” of foster children with special needs. Under existing law,

care each year without the safety net of a forever Adoption Assistance funding will keep pace with the
family, and their outcomes are often concerning. A number of qualifying children adopted each year.
longitudinal study found that only 58 percent

graduated from high school, and only half found HHS promotes adoption through administrative actions
employment by age 24. More than a third of youth in and funding incentives to promote adoption, and to
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identify and address barriers to adoption. Initiatives
include family-finding programs, focusing on identifying
the barriers that exist in the recruitment and
development of foster and adoptive families, and the
development and dissemination of court-related
practice improvements addressing barriers to timely
adoptions.

Supporting Families and Preventing the Need for
Foster Care

Helping families receive the care and services they
need before the involvement of a child welfare agency
can help prevent a child from entering foster care. The
Administration has focused on primary prevention, as
well as adoption, and we are starting to see better
results. HHS is implementing the Family First
Prevention Services Act (Family First Act), which
supports services to prevent child maltreatment and
the need for foster care. This groundbreaking new
legislation provides the opportunity for substantial
improvements in outcomes for children and families.
The Budget proposes to streamline the process for
evaluating evidence-based prevention services
programs under the Family First Act to give states and
tribes access to more programs that help prevent the
need for foster care and assist kinship caregivers.

The Budget invests $510 million for discretionary child
welfare activities in ACF, including services that allow
children to remain safely with their families and
education and training vouchers for youth aging out of
foster care. In collaboration with CMS, the Budget
proposes that Qualified Residential Treatment
Programs (QRTPs) be exempted from the institution for
mental diseases (IMD) payment exclusion allowing
children in foster care to have Medicaid coverage in
these placements even if a QRTP qualifies as an IMD.

The Budget provides $197 million to ACF for child
abuse prevention grants. These grants support
increased use of evidence-based prevention programs,
allowing states to explore new research opportunities
and to adapt more rigorous evaluations of existing
programs; demonstration projects to test the
effectiveness of partnerships that strengthen family
capacity and prevent child abuse through the co-
location of services; state plans for safe care of infants
affected by substance use disorders; and increased use
of evidence-based prevention programs in local
communities.

11

The Budget also proposes to expand the Regional
Partnership Grant program by $40 million each year,
which will increase funding for grants that help courts,
child welfare agencies, and other government and
community entities work together and improve
practices to address the impact of substance abuse,
including opioids, on child welfare. The Budget
proposes an increase of $30 million each year for the
Court Improvement Program to help courts improve
practices and comply with new mandates in the Family
First Act.

Strengthening Efforts to Treat Serious Mental Illiness
and Serious Emotional Disturbances

In 2018, more than 11 million adults in the U.S. were
living with a serious mental illness. More than 7 million
children and youth experienced a serious emotional
disturbance. They faced a greater risk of suicide and
life expectancy 10 years shorter than the general
population.

The Budget provides $1.1 billion to SAMHSA for serious
mental illness and serious emotional disturbances,
which includes funding to support Assertive
Community Treatment for Individuals with Serious
Mental Iliness, Community Mental Health Services
Block Grant, and Children’s Mental Health Services.
These programs provide comprehensive and
coordinated mental health services for some of the
nation’s most vulnerable populations and increases
access to mental health services in schools. The Budget
will also provide targeted flexibility for states to
provide inpatient mental health services to Medicaid
beneficiaries with serious mental illness.

The Budget also invests in programs that address the
nation’s alarming rates of suicide. Suicide is the 10t
leading cause of death in the United States —
responsible for more than 47,000 deaths in 2017 —and
suicide rates have increased steadily for individuals of
all ages. The Budget provides $93 million for suicide
prevention activities, including additional funding to
expand Zero Suicide initiatives to focus on adult suicide
prevention and allow communities and states to tailor
strategies to prevent suicide in their local jurisdictions.

Supporting Independence for Older Adults and People
with Disabilities

The Administration prioritizes community living for
older adults and people with disabilities to ensure that
they can maintain independence and live fully
integrated in their communities. The Budget invests
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$1.5 billion in the Administration for Community Living
for critical direct services that enable seniors and
people with disabilities to live independently, such as
senior meals, in-home chore assistance, independent
living skills training, employment training, and
information and referral services. These programs
empower older adults and people with disabilities to
live independently and make critical choices about
their own lives.

PROMOTE EFFECTIVE AND EFFICIENT MANAGEMENT
AND STEWARDSHIP

HHS is responsible for more than one-quarter of total
federal outlays. The Department administers more
grant dollars than all other federal agencies combined.
HHS is committed to responsible stewardship of
taxpayer dollars, and the Budget continues to support
key reforms that improve the efficiency of
Departmental operations.

Advancing Fiscal Stewardship

The Administration recognizes its immense
responsibility to manage taxpayer dollars wisely. HHS
ensures the integrity of all its financial transactions by
leveraging financial management expertise,
implementing strong business processes, and
effectively managing risk.

As the Department overseeing Medicare and Medicaid,
HHS is committed to exercising proper oversight of
these programs to protect the millions of impacted
beneficiaries and the taxpayers in general. In
accordance with the direction in the Executive Order
on Improving and Protecting Medicare, HHS is investing
in the newest technological advancements, such as
Artificial Intelligence, to enhance our ability to detect
and prevent fraud, waste, and abuse.

The Department is committed to reducing improper
payments in Medicare, Medicaid, and Children’s Health
Insurance Program (CHIP). HHS continues to enhance
existing program integrity tools to address improper
payments and prevent fraud, including provider
screening, prior authorization, and auditing providers
and plans. New methods and technologies will allow
HHS oversight to reduce improper payments and adapt
to the changes in healthcare as we shift from a fee-for-
service to a value-based healthcare payment system.

The Budget advances new legislative and
administrative proposals to strengthen the
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Department’s ability to address weaknesses in
Medicaid beneficiary eligibility determination
processes, while providing tools to facilitate the
recovery of overpayments made by states. HHS also
continues to support updates to Medicaid information
systems that offer critical support to program integrity
efforts, including the Transformed Medicaid Statistical
Information System (T-MSIS) and a new Medicaid drug
rebate system. In addition, HHS includes proposals
that enhance oversight of Medicare Advantage and
Part D plans, increase the period of enhanced oversight
on new providers, and expand Medicare fee-for-service
prior authorization.

Implementing Relmagine HHS

HHS supports the President’s Management Agenda
through Relmagine HHS, the Department’s robust
reform and transformation effort, organized around
core goals to streamline processes, reduce burden, and
realize cost savings. The effort takes an enterprise
approach, affecting activities across the Department.
For example, the Buy Smarter initiative plans to use
new and emerging technologies to leverage the
enormous purchasing power of HHS and streamline the
end-to-end procurement process. The Maximize Talent
initiative addresses modern-day human capital
management and human resources operational
challenges, resulting in key achievements: HHS’s
simplified recruitment process resulted in a significant
increase in the number of new hires on-boarded since
implementation, and HHS was rated the “Best Place to
Work in the Federal Government” out of all executive
departments in 2019. As part of the Bring Common
Sense to Food Regulation initiative, FDA is working to
increase collaboration between food regulatory
programs to minimize dual jurisdiction and improve
state product safety. As a result, 48 states and
territories participate in the Produce Safety
Implementation Cooperative Agreement Program,
which increased state large farm inspections over 400
percentin FY 2019.

Relmagine HHS efforts are also making HHS more
innovative and responsive. Under the Optimizing
Regional Performance initiative, HHS developed a
Regional Facilities Utilization Model with $150 million
in potential savings and a footprint reduction of more
than 62 percent within ten years. For the first time
since 1974, HHS completed a comprehensive
assessment of regions to better align with
Administration priorities and improve HHS's ability to
serve Americans across the country. In addition, under



the Optimize Coordination Across HHS initiative, HHS
configured a new cloud environment for an
administrative data hub to provide dashboarding
capabilities for Operating Divisions, bringing together
human resources, travel, and facilities data to inform
better decision-making across the enterprise.

In FY 2021, all Relmagine HHS projects will reside in
their permanent offices within HHS. This ensures that
their work can sustainably continue going forward.

Grants Management

HHS continues to drive change for grants management
government-wide. Leveraging the efforts and success
of the HHS Relmagine Grants Management initiative.
OMB pre-designated HHS as the Grants Quality
Services Management Office (QSMO) to create and
manage a marketplace of solutions for grants
management; govern its long-term sustainability;
institute a customer engagement model; and drive the
implementation of standards and solutions to

modernize grants management processes and systems.

Guided by a government-wide governance board,
QSMOs are tasked with offering solutions that, over
time, will improve quality of service and customer
satisfaction; modernize and automate processes and
supporting technology; standardize processes and
data; and achieve efficiencies in government-wide
operations and maintenance.

In FY 2018, the government awarded over $750 billion
in grants to approximately 40,000 recipients across
more than 1,500 programs.

Full designation as the Grants QSMO is contingent
upon approval of a 5-Year Implementation Plan and
budget estimate in alighment with the published
QSMO Long-term Designation Criteria. HHS is
developing a vision and strategy to inform the Grants
QSMO 5-Year Implementation Plan, with significant
engagement with stakeholders to ensure the Grants
QSMO can meet their diverse needs.

Regulatory Reduction

HHS is committed to streamlining the regulatory
process and evaluating necessary steps to eliminate or
change regulations that impose unnecessary burden.
Burdensome regulations can drive up costs of
healthcare, while poorly designed regulations can
come between doctors and patients, reducing the
quality of care and the essential trust to that
relationship. From FY 2017 to FY 2019, HHS succeeded
in cutting the economic burden of its regulations by
$25.7 billion through 46 deregulatory actions. HHS had
the largest deregulatory impact of any Cabinet agency
during this time period.

HHS is using the power of new cognitive technologies
for greater operational effectiveness and research
insights, including regulatory reduction. HHS used an
Artificial Intelligence-driven regulation analysis tool and
expert insight to analyze the Code of Federal
Regulations, seeking potential opportunities to
modernize regulations. HHS since launched a
Department-wide Regulatory Clean-Up Initiative to
implement changes based on these findings, by
reviewing and — where a change is warranted —
addressing incorrect citations and eliminating the

U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES DEREGULATORY SAVINGS BY THE NUMBERS

DEREGULATORY

— $25.7 BILLION

REGULATORY

. in present value savings

# 1 HHS ranks first overall in both FY 2019
savings and cumulative FY 2017 - FY 2019 savings
among executive departments and agencies

More than a 2:1 ratio
in regulatory reduction
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submission of triplicate or quadruplicate of the same
citation.

HHS is working to implement the provisions of the
Executive Order on Promoting the Rule of Law through
Improved Agency Guidance Documents. This Executive
Order will accomplish important policy goals that will
improve HHS guidance practices in the long term. Prior
to the issuance of this Executive Order, several federal
agencies issued internal memoranda regarding the
appropriate use of guidance. The Executive Order
requires agencies to now go a step further and codify
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certain good guidance practices and policies into
federal regulations. By August 27, 2020, each agency
must finalize regulations to set forth processes and
procedures for issuing guidance documents. In
addition, by February 28, 2020, federal agencies must
establish a single, searchable database on its website
that contains, or links to, all of the agency’s guidance
documents currently in effect. Any guidance document
not included in the guidance website is deemed
rescinded. HHS is committed to meeting the
President’s timelines.



HHS BUDGET BY OPERATING DIVISION /1

dollars in millions 2019 2020 2021
Food and Drug Administration /3
Budget Authority 3,147 3,267 3,293
Outlays 2,831 3,366 3,552
Health Resources and Services Administration
Budget Authority 12,000 12,149 11,444
Outlays 11,575 11,791 11,951

Indian Health Service

Budget Authority 5,939 6,241 6,391

Outlays 5,455 6,530 6,479

Centers for Disease Control and Prevention

Budget Authority 7,878 8,366 7,134

Outlays 7,736 7,790 8,174

National Institutes of Health /2,3

Budget Authority 38,090 40,523 37,905

Outlays 34,914 37,567 39,807

Substance Abuse and Mental Health Services Administration

Budget Authority 5,700 5,748 5,598

Outlays 4,328 6,391 5,984

Agency for Healthcare Research and Quality /2

Program Level 454 445 0
Budget Authority 337 338 0
Outlays 322 240 303

Centers for Medicare & Medicaid Services /4

Budget Authority 1,144,763 1,224,467 1,297,294

Outlays 1,085,909 1,181,924 1,232,275
Administration for Children and Families

Budget Authority 61,735 61,213 54,976

Outlays 55,969 59,561 57,489
Administration for Community Living

Budget Authority 2,139 2,218 2,097

Outlays 2,023 2,511 2,153

Departmental Management /5

Budget Authority 508 480 347

Outlays 332 919 645
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HHS BUDGET BY OPERATING DIVISION

dollars in millions 2019 2020 2021
Non-Recurring Expense Fund

Budget Authority -400 -350 -500

Outlays 235 661 -185

Office of Medicare Hearings and Appeals

Budget Authority 182 182 199

Outlays 182 248 199
Office of the National Coordinator

Budget Authority 60 60 51

Outlays 55 92 53
Office for Civil Rights

Budget Authority 39 39 30

Outlays 28 54 38

Office of Inspector General

Budget Authority 93 87 91
Outlays 92 119 91
Public Health and Social Services Emergency
Fund
Budget Authority 2,625 3,272 2,641
Outlays 2,571 3,058 3,332

Program Support Center (Retirement Pay,
Medical Benefits, Misc. Trust Funds)

Budget Authority 725 738 756

Outlays 823 407 284
Offsetting Collections and Allowances/6

Budget Authority -1,038 -668 -2,000

Outlays -1,038 -668 -2,000

Other Collections

Budget Authority -173 -168 -138

Outlays -170 -165 -135
Total, Health and Human Services

Budget Authority 1,284,349 1,368,202 1,427,609

Outlays 1,214,172 1,322,396 1,370,489

1/ The Budget Authority levels presented here are based on the Appendix and potentially differ from the levels displayed in
the individual Operating or Staff Division Chapters.

2/ The 2021 Budget includes $257 million to consolidate the Agency for Healthcare Research and Quality’s activities within
the National Institutes of Health. Includes transfer from the Patient-Centered Outcomes Research Trust Fund.

3/ FDA and NIH BA include the full allocations provided in 21st Century Cures Act.

4/ Budget Authority includes non-CMS Budget Authority for Hospital Insurance and Supplementary Medical Insurance for the
Social Security Administration and the Medicare Payment Advisory Commission.

5/ Includes the Pregnancy Assistance Fund, the Health Insurance Reform Implementation Fund, and transfers from the
Patient-Centered Outcomes Research Trust Fund; and payments to the State Response to the Opioid Abuse Crisis Account.

6/Includes savings of $1.4 billion in FY 2021 attributable to the President’s Drug Pricing Allowance.
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COMPOSITION OF THE HHS BUDGET DISCRETIONARY PROGRAMS

dollars in millions

Discretionary Programs (Budget Authority):
Food and Drug Administration /3,6 3,149 3,265 3,290 +25
Program Level 5,723 5,940 6,205 +265
Health Resources and Services Administration 6,912 7,047 6,305 -742
Program Level 11,773 11,909 11,204 -705
Indian Health Service 5,804 6,047 6,233 +185
Program Level 7,156 7,399 7,661 +262
Centers for Disease Control and Prevention 6,544 6,917 5,627 -1,289
Program Level 12,099 12,787 12,612 -175
National Institutes of Health /2,3,5 37,887 40,304 37,704 -2,600
Program Level 39,184 41,685 38,694 -2,991
Substance Abuse and Mental Health Services 5,688 5,737 5,598 -139
Administration
Program Level 5,835 5,884 5,742 -141
Agency for Healthcare Research and Quality /2 338 338 0 -338
Program Level 454 445 0 -445
Centers for Medicare & Medicaid Services 3,966 3,975 3,694 -281
Program Level 6,584 6,390 6,211 -179
Administration for Children and Families 26,389 24,444 20,198 -4,245
Program Level 26,389 24,444 20,198 -4,245
Administration for Community Living 2,162 2,223 2,108 -115
Program Level 2,245 2,306 2,164 -143
Office of the Secretary:
General Departmental Management 484 480 347 -133
Program Level /4 573 544 436 -109
1/ The FY 2019 column reflects the actual levels (post transfer, disaster supplemental and others).
2/ The 2021 Budget includes $257 million to consolidate the Agency for Healthcare Research and Quality’s activities
within the National Institutes of Health.
3/ FDA and NIH BA include the full allocations provided in the 2st Century Cures Act.
4/ GDM PL does not include estimated reimbursable BA for HCFAC or MACRA PTAC, unless otherwise indicated.
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COMPOSITION OF THE HHS BUDGET DISCRETIONARY PROGRAMS

. 2021
dollars in millions 2019/8 2020 2021 +/-2020
Medicare Hearings and Appeals 182 192 196 +5
Program Level /6 182 192 199 +7
Office of the National Coordinator 60 60 51 -10
Program Level 60 60 51 -10
Office for Civil Rights 39 39 30 -9
Program Level 46 53 57 +4
Office of Inspector General /7 87 87 90 +4
Program Level 381 392 419 +28
Public Health and Social Services Emergency Fund 2,625 2,737 2,641 -96
Program Level 2,641 2,737 2,641 -96
Discretionary HCFAC 765 786 813 +27
Accrual for Commissioned Corps Health Benefits 29 29 31 +2
Total, Discretionary Budget Authority 103,116 104,706 94,957 -9,749
NEF Cancellation and Rescissions -400 -350 -500 -150
Discretionary Budget Authority 102,716 104,356 94,457 -9,899
Less One-Time Rescissions -7,670 -9,263 -8,790 +473
Revised, Discretionary Budget Authority 95,046 95,093 85,667 -9,426
Discretionary Outlays 94,992 102,337 104,342 +2,005
5/ NIH BA reflects a $5 million directed transfer to OIG.
6/ Includes funding for Office of Medicare Appeals and Departmental Appeals Board for FY 2020 and FY 2021.
7/ FY 2020 Enacted includes $1.5 million (rounded in the table display as $2 million), for the Food and Drug
Administration Transfer and $5 million for the NIH Transfer in the Departments of Labor, Health and Human
Services, and Education, and Related Agencies Appropriations Bill.
8/ FY 2019 Final does not include supplemental appropriations ($6 million).
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COMPOSITION OF THE HHS BUDGET
MANDATORY PROGRAMS

Mandatory Programs (Outlays):/1
Medicare 643,905 696,507 728,236 +31,729
Medicaid 409,421 447,241 448,145 +904
Temporary Assistance for Needy Families /2 16,096 16,714 15,715 -999
Foster Care and Adoption Assistance 8,599 9,389 9,955 +566
Children's Health Insurance Program /3 17,692 17,964 15,778 -2,186
Child Support Enforcement 4,117 4,324 4,370 +46
Child Care Entitlement 3,244 2,961 3,231 +270
Social Services Block Grant 1,646 1,715 352 -1,363
Other Mandatory Programs /4 15,498 23,912 40,965 +17.053
Offsetting Collections -1,038 -668 -600 +68
Subtotal, Mandatory Outlays 1,119,180 1,220,059 1,266,147 +46,088
Total, HHS Outlays 1,214,172 1,322,396 1,370,489 +48,093
1/ Totals may not add due to rounding.
2/ Includes outlays for the TANF, and the TANF Contingency Fund.
3/ Includes outlays for the Child Enrollment Contingency Fund.
4/ Includes savings of $1.4 billion in FY 2021 attributable to the President’s Drug Pricing Allowance.
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Food and Drug Administration I@/A_\

Food and Drug Administration

dollars in millions 2021 +/-
2019 /1 2020 2021 2020
FDA Programs /2
Foods 1,078 1,100 1,128 +28
Human Drugs 1,882 1,973 2,022 +49
Biologics 402 419 425 +6
Animal Drugs and Feeds 225 239 239 +0
Medical Devices 577 600 639 +39
National Center for Toxicological Research 67 67 66 -0
Tobacco Products 667 662 763 +101
Headquarters and Office of the Commissioner 310 318 326 +8
White Oak Operations 51 54 63 +9
GSA Rental Payment 239 241 237 -4
Other Rent and Rent Related Activities 124 133 151 +18
Subtotal, Salaries and Expenses 5,619 5,805 6,060 +255
Export Certification Fund 5 5 9 +4
Color Certification Fund 10 10 10 +0
Priority Review Voucher Fees /3 8 13 13 +0
Buildings and Facilities 12 32 14 -18
21st Century Cures Act 70 75 70 -5
Over-the Counter Monograph - - 28 +28
Total, Program Level 5,723 5,940 6,205 +265
Current Law User Fees
Prescription Drug 1,010 1,075 1,119 +52
Medical Device 205 220 239 +15
Generic Drug 502 513 526 +10
Biosimilars 39 42 43 +1
Animal Drug 30 31 31 +0
Animal Generic Drug 18 20 21 +0
Family Smoking Prevention and Tobacco Control Act 712 712 712 -
Food Reinspection 6 7 7 +0
Food Recall 1 1 1 +0
Mammography Quality Standards Act 21 18 19 +1
Export Certification 5 5 5 -
Color Certification Fund 10 10 10 +0
Priority Review Voucher Fees /3 8 13 13 +0
Voluntary Qualified Importer Program 5 5 6 +0
Third Party Auditor Program 1 1 1 +0
Outsourcing Facility 2 2 2 +0
Subtotal, Current Law User Fees 2,574 2,675 2,754 +80
Proposed Law User Fees
Export Certification - - 4 +4
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Food Product Innovation Fee
Over-the Counter Monograph

Increase to the Tobacco User Fee

Subtotal, Proposed Law User Fees

Less Total, User Fees

Total Discretionary Budget Authority

Full-Time Equivalents

dollars in millions 2021 +/-

2019 /1 2020 2021 2020
- - 28 +28
- - 28 +28
- - 100 +100
- - 161 +161
2,574 2,675 2,915 +241
3,149 3,265 3,290 +25
17,603 17,691 17,967 +173

1/ Reflects FY 2019 Final funding level, post required and permissive transfers and rescissions.
2/ Does not reflect Budget proposal to reorganize the Center for Tobacco Products.
3/ Includes priority review voucher fees for rare pediatric diseases, tropical diseases, and medical countermeasures.

The Food and Drug Administration protects the public health by assuring the safety, efficacy, and security of human and
veterinary drugs, biological products, medical devices, the nation’s food supply, cosmetics, and products that emit
radiation. FDA also advances the public health by helping to efficiently advance innovations that make medicines more
effective, safer, and affordable; and by helping the public get the accurate, science-based information they need to use
medical products and foods to maintain and improve their health. Furthermore, FDA regulates the manufacturing,
marketing, and distribution of tobacco products to protect the public health and to reduce tobacco use by minors.
Finally, FDA strengthens the nation’s counterterrorism capability by ensuring the security of the food supply and
fostering development of medical products to respond to deliberate and naturally occurring public health threats.

The Food and Drug Administration (FDA) protects and
advances public health by protecting the nation’s food
supply and ensuring safe and effective drugs are
available in the United States. FDA carries out these
responsibilities through an array of activities ranging
from preventing drug shortages, to inspecting
imported food products, to fostering development of
drugs and devices to respond to public health threats.
FDA is responsible for oversight of more than

$2.6 trillion in food, medicines, devices, and other
consumer products. FDA-regulated products account
for 20 percent of every dollar spent by U.S. consumers.

The Fiscal Year (FY) 2021 President’s Budget (Budget)
requests $6.2 billion for FDA. This total includes

$3.3 billion in discretionary budget authority and
$2.9 billion in user fees. The Budget:

e Invests in artificial intelligence and other
emerging technologies to transform food and
device safety, as well as support industry
adoption of artificial intelligence technology in
medical devices;

e Provides resources for regulatory work related to
cannabis and cannabis derivatives, including
carrying out additional policy development and
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research, to protect the public health and
improve regulatory pathways for lawful
marketing;

e Addresses critical building repairs and
improvements needed to ensure FDA can
efficiently carry out its responsibilities; and

e Advances the modernization of the influenza
vaccine to keep Americans safer from seasonal
and pandemic influenza.

ADVANCING ACCESS TO SAFE AND EFFECTIVE
MEDICAL PRODUCTS

FDA oversees the safety, effectiveness, availability, and
quality of an extensive range of regulated products
available to Americans, including prescription and over-
the-counter drugs; biologics including vaccines, blood
products, and gene therapies; animal drugs; and
medical devices ranging from bandages to laser surgical
equipment and radiation emitting products. FDA
ensures that regulated products are marketed
according to federal standards and that products
available to the public are safe, especially as new
clinical information emerges.

Food and Drug Administration



In FY 2021, the Budget requests $3.8 billion for medical
product safety investments. This total includes

$1.8 billion in budget authority and $2.0 billion in user
fees. The Budget advances FDA’s highest priority
activities to ensure the safety and effectiveness of
medical products for the American public, such as
modernizing the manufacturing process for influenza
vaccines to reduce production times.

FDA Accomplishments

In calendar year (CY) 2019, FDA had several notable
innovations that will result in meaningful, life-saving
differences for patients. In October 2019, FDA
approved a new breakthrough therapy for cystic
fibrosis, making a novel treatment available to most
cystic fibrosis patients including adolescents who
previously had no options, and giving others access to
an additional effective therapy. FDA approved the first
drug for postpartum depression, providing an
important new treatment option. The FDA Oncology
Center of Excellence announced a new pilot program to
assist oncology healthcare professionals in gaining
access to unapproved therapies, with the goal of
making it easier for cancer patients, their families, and
healthcare professionals to access investigational
therapies.

In CY 2019, FDA approved 10 biosimilars, marking a
record for the number of biosimilar approvals. Overall,
there are 26 approved biosimilars. A biosimilar is a
biological product that is highly similar to and has no
clinically meaningful differences from an existing FDA-
approved reference product.

FDA has approved biosimilars to treat a range of
conditions, including chronic skin and bowel diseases
(like psoriasis, irritable bowel syndrome, Crohn’s
disease, and colitis), arthritis, kidney conditions, and
cancer. Biosimilars may provide patients with more
access to important treatment options through
competition in the healthcare market at a potentially
lower cost.

Innovations in Human Drug and Device Review

New medical therapies can change and save lives, and
advances in science and technology offer extraordinary
opportunities to develop innovative medical products,
better treatments, and better care. FDA ensures the
science for evaluating the benefits and risk of these
products keeps pace with development. For example,
scientists in the Center for Biologics Evaluation and
Research are developing in vitro tests and animal
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GENERIC DRUGS MORE WIDELY AVAILABLE

THAN EVER BEFORE

FDA sets a record for the greatest number of generics
approved in a single fiscal year — a 91% increase since
FY 2015

Total
FY 2019
1,171

5-Year
Average
905

FY FY FY FY FY
2015 2016 2017 2018 2019
B Approvals [l Tentative Approvals

models to study new therapies and product testing
methods, assays, and standards. By developing the
tools needed to assess safety and efficacy, FDA can
facilitate the development of new and promising
biological products and technologies. This work
supports regulated products by enabling the
development of manufacturing methods and providing
tools to assess product safety, efficacy, and
manufacturing consistency.

Supporting the Administration’s Drug Pricing Initiative
with Increased Competition

Since the Administration issued American Patients
First, its blueprint to lower drug-pricing costs, FDA has
promoted competition in drugs and biologics,
advanced a strong framework for biosimilars, and
modernized regulatory oversight of generic drugs. FDA
does not set drug prices, but can help lower prices by
bringing efficiencies to the drug development and
review process and by promoting robust competition
for established drugs. FDA-approved generic drugs
now account for 90 percent of the prescriptions
dispensed in the United States, and in 2018
competition from generic drugs saved the healthcare
system an estimated $293 billion.



In FY 2019, the agency approved an all-time record
1,171 generic drugs, following previous records of 971
approvals in FY 2018 and 937 approvals in FY 2017.
First generics approved in FY 2019 included drugs to
treat emergency opioid overdose, pulmonary arterial
hypertension, breast cancer, seizures, depression, and
various infections. FDA is also increasing approvals of
complex generic drugs, which are harder to copy and
traditionally lack competition.

The Administration has and continues to support
legislative efforts to make the path to generic and
biosimilar development more transparent, efficient,
and predictable so that Americans have better access
to these medicines that are often more affordable.
Overall, addressing regulatory barriers and challenges
and closing potential loopholes that hinder
development of generics, will promote more
competition, and advance patient access to more
affordable medicines.

Fighting the Opioids Epidemic

As part of the HHS opioids epidemic response, FDA
considers all facets of the epidemic: opioid abuse,
misuse, addiction, overdose, and death. FDA's
approach focuses on decreasing exposure to
prescription opioids to reduce rates of new addiction,
supporting treatment of those with opioids use
disorder, fostering development of new pain therapies,
and strengthening enforcement to crack down on
illegal sales of opioids.

FDA provides front line defense against illegal, illicit,
unapproved, and counterfeit drugs including opioids
from entering the United States through international
mail. The Budget provides $45 million for opioid
activities at international mail facilities to increase
enforcement. This investment will enable FDA to
inspect 100,000 packages per year, many containing
multiple products. Enhanced presence and expanded
package screenings are a key regulatory activity to help
reduce illegal and dangerous substances entering
through ports of entry. Funding also supports on-site
laboratory operations at select locations, to increase
package sampling and testing, and specialized criminal
investigators to combat the entrance of these
substances into the United States via international mail
facilities.

Supporting Quality Compounded Drugs

FDA’s compounding program protects patients from
unsafe, ineffective, and poor quality compounded
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drugs, while preserving access to lawfully marketed
compounded drugs for patients with a medical need.
Poor compounding practices can result in serious drug
quality problems, such as contamination or a drug that
contains too much active ingredient, and lead to
serious patient injury and death. FDA continues to find
significant problems at many inspected outsourcing
facilities. To address this, FDA engages in policy
development, stakeholder outreach, and robust
oversight and enforcement activity. The Budget
provides an additional $4.5 million, $78 million total, to
strengthen the compounding scientific framework,
develop a list of bulk drug substances approved for
compounding by industry, bolster regulatory
compliance, and expand policy development. The
Budget will enable FDA to evaluate the over 300
unique bulk drug substances nominated for inclusion
on the list of substances approved for compounding by
industry. With this funding increase, outsourcing
facilities are better positioned to meet healthcare
providers’ and patients’ needs for quality compounded
drugs.

Modernizing Influenza Vaccines

The President’s September 2019 Executive Order on
Modernizing Influenza Vaccines in the United States to
Promote National Security and Public Health focuses on
making the domestic influenza vaccine supply more
robust, secure, and nimble to combat seasonal
influenza epidemics and potential influenza pandemics.
The Administration is committed to safeguarding public
health by helping ensure Americans have access to
effective influenza vaccines. CDC estimates that
influenza has resulted in between 12,000 — 61,000
deaths annually since 2010.

The Budget provides $49 million, a $5 million increase
above FY 2020, for FDA influenza preparedness
activities. The Budget implements new manufacturing
technologies and expands alternative domestic
manufacturing methods to reduce production times
and account for emerging influenza strains. For
example, influenza vaccines are currently produced
using more time-consuming, egg-based technology.
More rapid non-egg-based production methods would
give experts more time to select the most relevant
strains.

Transform Medical Device Safety, Cybersecurity,
Review, and Innovation

FDA is improving policies and processes to address
scientific advances and enhance the safety of medical

Food and Drug Administration



devices. These improvements are critical to protect
patients and foster innovation. The Budget includes an
increase of $18 million, for a total of $47 million, to
continue building a knowledge management system
and portal for medical devices using modern, agile
information technology systems. This investment
would allow FDA to transform the agency’s premarket
review and postmarket surveillance programs, and
shorten review cycles without compromising patient
safety, quickly identify and address safety signals and
cyber vulnerabilities, and spur the development of
innovative, safer, more effective devices.

User Fees

User fees are an important resource that supplement,
but do not replace, appropriated dollars. First enacted
in the Prescription Drug User Fee Act in 1992, industry
fees support FDA capacity to carry out its food and
medical product safety responsibilities. The Budget
reflects increases to all currently authorized medical
product user fees by an additional $198 million. In
addition, the Budget continues to include a legislative
proposal to modernize the over-the-counter drug
monograph system and establish a user fee for an
estimated $28 million in FY 2021.

MODERNIZING THE FOOD SAFETY SYSTEM

Each year, about 48 million people in the United States
get sick, 128,000 are hospitalized, and 3,000 die from
foodborne diseases. FDA is transforming the nation’s
food safety system by shifting the focus from response
to prevention. The seven foundational regulations of
the Food Safety Modernization Act reach their
compliance dates over the next several years. These
regulations ensure the safety of the food supply is a
shared responsibility among many different partners in
the global supply chain for both human and animal
food. The regulations are designed to make clear
specific actions at each of these points to prevent
contamination. FDA will track the impact on the food
safety system and refine implementation of the law.

The Budget includes $1.5 billion for food safety across
FDA, a $33 million increase above FY 2020. This total
includes $1.4 billion in budget authority—a S5 million
increase—and $28 million in user fees. These
resources support centers across FDA to implement a
preventive, not reactive, risk-based approach to food
safety.

Food and Drug Administration
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Smarter Food Safety

FDA is building on the Food Safety Modernization Act
while advancing technology use such as block chain,
sensor technology, and artificial intelligence. The
Budget includes a $2 million increase for new
technologies that make it easier to track-and-trace
products through the supply chain, from the farm or
manufacturer to the consumer. This investment will
allow FDA to more quickly identify sources of
outbreaks, get investigators to the outbreak site faster,
and ultimately better understand the root cause of
outbreaks and prevent future contamination.

TRACK AND TRACE
New era of smarter food safety modernizes how
FDA protects consumers from foodborne iliness

FDA oversees the safety of about 80%
of food products in the US

Complex web between producer,
consumer, and distributer can lead to
difficulty when tracking product back
to farm

FDA to pilot artificial intelligence and
machine learning technology for food
screening systems and build out
blockchain to increase scale, efficiency,
and safety of supply chains

s

Signal Detection of Foodborne lliness

The Budget includes an increase of $1 million to
improve signal detection of foodborne illness and
strengthen FDA’s response to human and animal food
contamination. FDA will add additional capacity for
evaluating and responding to foodborne outbreaks for
human food.

Other Food Safety Activities

FDA continues to dedicate its food safety resources to
priority food and feed safety activities, such as
implementing its Nutrition Innovation Strategy to
reduce preventable death and disease from poor
nutrition. The strategy empowers consumers with
information and facilitates industry innovation toward
healthier foods that consumers want. For example,
FDA is modernizing claims and labels to make
identifying healthful food easier.



Other food safety activities include fostering industry
innovation such as in the plant biotechnology field; and
ensuring animal feed is safe, made under sanitary
conditions, and properly labeled. FDA continues to
provide services to consumers, domestic and foreign
industry, and other outside groups regarding field
programs; scientific analysis and support; cosmetic
activities; and policy, planning, and handling of critical
issues related to food.

User Fees

The Budget includes currently authorized user fees for
food reinspection, recall, and the third party auditor
program. The Budget proposes a new fee program to
modernize FDA’s regulatory oversight of innovative
biotechnology products and emerging food production
technologies.

INVESTMENTS TO ADDRESS EMERGING ISSUES

The Budget includes $15 million to address newly
emerging challenges that cut across medical product
and food safety.

Artificial Intelligence and Other Emerging
Technologies

Research and development into artificial intelligence
(Al) has produced cutting-edge, transformative
technologies that have improved lives and grown
innovative industries. Further employing Al at FDA will
transform food and device safety by using the vast data
generated on these products. For FDA-regulated
products, the supply chain from manufacturer to
consumer is complex, and the variety of imported
products has increased. Using Al for import screening
will allow FDA to conduct oversight more quickly and
efficiently while ensuring trade is not adversely
affected. In addition, as Al use expands within the
medical product community, FDA must ensure
products are safe and customer-friendly.

The Budget includes an $8 million increase to support
an agency-wide Al strategy to invest in workforce,
algorithmic capabilities, data, and technical
infrastructure. This investment will allow FDA to
deploy Al solutions to identify potential problems
associated with chronic, long-term consumption of
food constituents and contaminants, and to advance
and promote consumer-friendly Al and digital health
medical devices. For example, by applying Al solutions
to food safety, FDA will speed the review of adverse
event reports for food, supplements, and cosmetics.
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This technology will allow FDA to intervene earlier to
remove unsafe products from the marketplace.

The Budget also includes $2 million for a track and
trace initiative, described under the “Smarter Food
Safety” section.

Cannabis and Cannabis Derivatives

FDA recognizes the potential opportunities that
cannabis or cannabis-derived compounds may offer,
and acknowledges the significant interest in these
possibilities. FDA is aware that companies market
products containing cannabis and cannabis-derived
compounds in ways that violate the law and may put
consumer health and safety at risk. Questions remain
regarding the safety of these compounds. FDA is
committed to protecting the public health and
improving regulatory pathways for the lawful
marketing of cannabis and cannabis-derived products
within the agency’s jurisdiction.

The Budget provides $5 million to support FDA
regulatory activities for cannabis and cannabis
derivatives. FDA will develop policies and continue to
perform its existing regulatory responsibilities including
review of product applications, inspections,
surveillance, enforcement, and research.

REDUCING THE USE AND HARMS OF TOBACCO

FDA carries out the Family Smoking Prevention and
Tobacco Control Act of 2009, which provides FDA
broad authority to regulate the manufacturing,
distribution, and marketing of tobacco products. FDA’s
Center for Tobacco Products advances the mission to
protect Americans from tobacco-related death and
disease by regulating the manufacturing, distribution,
and marketing of tobacco products and by educating
the public (especially young people) about tobacco
products and their harmful health effects. Tobacco use
remains the leading cause of preventable death and
disease in the United States. Nearly 9 out of 10 adult
daily smokers began smoking by age 18. In

December 2019, the President signed into law an
increase to the federal legal age for purchasing tobacco
from 18 to 21 (P.L. 116-94).

Youth Vaping

In 2019, over 5 million youths used e-cigarettes,
making them the most commonly used tobacco
product among youth. The Administration is deeply
committed to preventing youth from using all tobacco
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YOUTH VAPING
FDA committed to stopping the youth vaping epidemic

4 [n2018,
« over 5 million youths
~ used e-cigarettes, making them
< the most commonly used tobacco

products among youths.

As part of FDA's ongoing efforts to protect youth
from the dangers of tobacco use, the agency is
expanding its successful youth tobacco prevention
campaign, “The Real Cost,” to reach the more
than 10 million youth ages 12-17 who have used
e-cigarettes or are open to trying them.

products including e-cigarettes. In 2020, FDA
announced a policy of prioritizing enforcement of
premarket authorization requirements for flavored
cartridge-based e-cigarettes known to be most
appealing to youths, requiring that these products
receive pre-market authorization before returning to
the market.

In addition to a suite of digital
content on “The Real Cost”
campaign website and social
media channels, new ads will
run on several digital platforms
where age is verified.

In addition, FDA holds retailers and manufacturers
accountable for marketing and sales practices that
increase youth accessibility and appeal of e-cigarettes.
For example, FDA issued more than 8,600 warning
letters and more than 1,000 civil money penalties to
online and brick-and-mortar retail stores for the sale of
e-cigarettes and their components to minors. FDA also
issued warning letters that led to removal of dozens of
e-liquid products resembling kid-friendly juice boxes,
cereal, and candy from the market.

The Budget includes $812 million in user fees to
support the FDA tobacco program. The Budget
includes a legislative proposal to increase user fee
collections in support of the tobacco program by
$100 million, and make e-cigarette manufacturers and
importers subject to the user fees. The proposal
supports FDA’s goal to prevent a new generation of
children from becoming addicted to nicotine through
e-cigarettes.
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The Budget also proposes to reform tobacco regulation
by moving the Center for Tobacco Products out of FDA
and creating a new agency within HHS to strengthen
accountability and more effectively respond to tobacco
related public health concerns. This reorganization will
also allow the FDA Commissioner to focus on its
traditional mission of ensuring the safety of our
nation’s drug, food, and medical products supply.

FDA INFRASTRUCTURE AND FACILITIES

FDA strategically manages infrastructure and facilities,
including 56 laboratories located across the continental
United States and Puerto Rico. FDA creates and
maintains high-quality work environments that support
FDA’s public health responsibilities, optimizes the use
of taxpayer dollars, enhances workforce productivity,
and ensures efficient and effective operations.
Optimally functional facilities foster scientific
innovation, improve healthcare, expand access to
medical products, and advance public health.

The Budget invests $466 million, $6 million above

FY 2020, in FDA infrastructure, which will support rent,
utilities, maintenance, and infrastructure
improvements. This amount includes $28 million
dedicated to repairs and improvements of FDA’s
infrastructure, offices, and laboratories nation-wide.

ADVANCING MEDICAL COUNTERMEASURES

FDA works with local, state, national, and international
stakeholders to advance the development and
availability of medical countermeasures to support
public health preparedness and response. Together
with federal partners through the Public Health
Emergency Medical Countermeasures Enterprise, FDA
works to build and sustain medical countermeasure
programs necessary to protect against chemical,
biological, radiological, nuclear, and emerging
infectious disease threats. In FY 2019, FDA approved
33 medical countermeasures, including the first vaccine
for the prevention of monkey pox disease.

FDA also works closely with the Department of Defense
to understand the military’s medical needs, expedite
review of priority military medical products, and
provide ongoing technical advice to speed
development and manufacturing of medical products
for military use.



The Budget includes $120 million for medical
countermeasure activities, of which $37 million is for
the Medical Countermeasure Initiative, a $5 million
increase above FY 2020. Additional resources will
support carrying out the Executive Order modernizing
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Influenza vaccines in the United States. FDA will also
support the development and availability of medical
products necessary to support United States military

personnel.
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HRSA

Health Resources and Services Administration Health Resourees & Senvices Admirishration

dollars in millions 2021

2019 /1 2020 2021 +/-2020

Primary Healthcare

Health Centers 5,617 5,626 5,728 +102
Discretionary Budget Authority [non-add] 1,497 1,506 1,608 +102
Current Law Mandatory [non-add] 4,000 2,575 - -2,575
Proposed Law Mandatory [non-add] - 1,425 4,000 +2,575
Ending HIV Epidemic Initiative [non-add] - 50 137 +87

Health Centers Tort Claims/Free Clinics 121 121 121 -

Subtotal, Primary Care 5,618 5,627 5,729 +102

Health Workforce

National Health Service Corps 430 430 430 -

Discretionary Budget Authority [non-add] 120 120 120 -
Current Law Mandatory [non-add] 310 200 - -200
Proposed Law Mandatory [non-add] - 110 310

+200

Training for Diversity 88 91 24 -67

Training in Primary Care Medicine 49 49 - -49

Oral Health Training 40 41 - -41

Teaching Health Centers Graduate Medical Education 127 127 127 -
Current Law Mandatory [non-add] 127 81 - -81
Proposed Law Mandatory [non-add] - 46 127 +81

Area Health Education Centers 39 41 - -41

Behavioral Health Workforce Development Programs 112 139 139 =

Public Health and Preventive Medicine Programs 17 17 - -17

Nursing Workforce Development 233 260 83 -177

Children's Hospital Graduate Medical Education 323 340 - -340

National Practitioner Data Bank User Fees 19 19 19 =

Other Workforce Programs 71 96 5 -92

Subtotal, Health Workforce 1,548 1,650 826 -824

Maternal and Child Health

Maternal and Child Health Block Grant 675 688 761 +73

Sickle Cell Demonstration Program 4 5 -- -5

Autism and Other Developmental Disorders 50 52 -- -52

Heritable Disorders 16 18 -- -18

Healthy Start 122 126 126 --

Early Hearing Detection and Intervention 18 18 18 --

Emergency Medical Services for Children 22 22 -- -22

Pediatric Mental Healthcare Access Grants 10 10 10 --

Screening and Treatment for Maternal Depression 5 5 5 --

Home Visiting (Mandatory) 400 400 400 =

Family-to-Family Health Information Centers (Mandatory) 6 6 6 -

Subtotal, Maternal and Child Health 1,329 1,350 1,325 -25

Ryan White HIV/AIDS Program
Emergency Relief - Part A 656 656 656 -
Comprehensive Care - Part B 1,315 1,315 1,315 =
AIDS Drug Assistance Program [non-add] 900 900 900 -
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dollars in millions 2021

2019 /1 2020 2021 +/-2020
Early Intervention - Part C 201 201 201 -
Children, Youth, Women, and Families - Part D 75 75 75 --
AIDS Education and Training Centers - Part F 34 34 34 -
Dental Services - Part F 13 13 13 -
Special Projects of National Significance (SPNS) 25 25 25 -
Ending HIV Epidemic Initiative - 70 165 +95
Subtotal, Ryan White HIV/AIDS 2,319 2,389 2,484 +95
Healthcare Systems
Organ Transplantation 25 28 31 +3
Discretionary Budget Authority [non-add] 25 28 17 -10
PHS Evaluation Funds [non-add] - - 13 +13
Cord Blood Stem Cell Bank 16 17 8 -9
C.W. Bill Young Cell Transplantation Program 25 30 30 -
Poison Control Centers 23 23 23 -
340B Drug Pricing Program 10 10 34 +24
Discretionary Budget Authority [non-add] 10 10 10 -
User Fees [non-add] = - 24 +24
Hansen's Disease Programs 16 16 14 -2
Subtotal, Healthcare Systems 115 124 139 +15
Rural Health
Rural Outreach Grants 77 80 90 +10
Rural Hospital Flexibility Grants 53 54 - -54
Telehealth 24 29 29 -
Rural Health Policy Development 9 10 5 -5
State Offices of Rural Health 10 13 = -13
Radiation Exposure Screening and Education 2 2 2 -
Black Lung Clinics 11 12 12 -
Rural Communities Opioids Response Program 120 110 110 -
Rural Residency Program 10 10 - -10
Subtotal, Rural Health 316 318 247 -71
Other Activities
Family Planning 285 286 286 -
Program Management 155 155 152 -3
Vaccine Injury Compensation Program Direct Operations 9 10 16 +6
Subtotal, Other Activities 449 452 455 +3
Total, Discretionary Budget Authority 6,832 7,047 6,305 -742
Mandatory Funding 4,843 4,843 4,843 --
User Fees 19 19 43 +24
Evaluation Funds = = 13 +13
Total, Program Level 11,693 11,909 11,204 -705
Full-Time Equivalents 2,114 2,173 2,111 -62

1/ Reflects FY 2019 required and permissive transfers. Funding level does not include supplemental hurricane
appropriations ($80 million).

The mission of the Health Resources and Services Administration is to improve health and achieve health equity
through access to quality services, a skilled health workforce, and innovative programs.
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The Health Resources and Services Administration
(HRSA) is the primary federal agency improving
healthcare for Americans who are geographically
isolated and economically or medically vulnerable.
Tens of millions of Americans receive quality,
affordable healthcare and other services through
HRSA’s programs, which provide direct healthcare,
place providers in areas that need them most, oversee
organ donation, and provide community-based
responses to public health.

The Fiscal Year (FY) 2021 President’s Budget (Budget)
requests $11.2 billion for HRSA. This total includes
$6.3 billion in discretionary budget authority and
$4.9 billion in mandatory funding and other sources.
The Budget invests in a number of actionable public
health challenges identified by the President and his
Administration, including the Ending the HIV Epidemic
initiative, Improving Maternal Health in America
initiative, transforming rural health in America, and
implementing the Executive Order on Advancing
Kidney Health.

ENSURING ACCESS TO HIGH-QUALITY HEALTHCARE
SERVICES

The Budget supports the delivery of direct healthcare
services through Health Centers and the Ryan White
HIV/AIDS Program. These programs deliver affordable,
patient-centered, and high-quality services to more
than 28 million people across the United States.

Health Centers

Health centers have delivered accessible, high-quality,
and cost-effective primary healthcare services to
patients for more than 50 years. The FY 2021 Budget
provides $5.7 billion for health centers, including

S4 billion in mandatory resources. Included in the
Budget is an additional $15 million targeted to areas
with high numbers of unsheltered homeless individuals
to provide for their healthcare needs.

Health centers provide coordinated, comprehensive,
and patient-centered preventive and primary
healthcare, integrating a wide range of medical, dental,
mental health, substance use disorder, and other
patient services. Approximately 1,400 health centers
operate more than 12,000 service delivery sites
nationwide, serving more than 28 million people. In
2018, nearly half of all health centers served rural
areas, providing care to 8.9 million patients or one in
five people living in rural areas.
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Health centers deliver outstanding health outcomes to
the communities they serve. For example, 63 percent
of health center patients with hypertension controlled
their blood pressure, exceeding the national average of
57 percent. Among health centers patients with
diabetes, 67 percent controlled their blood sugar
levels, exceeding the national average of 60 percent.
National organizations accredited more than

77 percent of health centers as Patient Centered
Medical Homes, an advanced model of patient-
centered primary care that drives strong patient
outcomes at lower cost by emphasizing quality and
care coordination through a team-based care
approach. Health centers integrate care for their
patients across the full range of services, including
medical, oral health, vision, behavioral health, and
pharmacy services.

HEALTH CENTERS MAKING A DIRECT IMPACT

ACCESS TO SUBSTANCE ABUSE
AND MENTAL HEALTH SERVICES

In 2018, health centers screened and identified
nearly 1.1 million people for substance use disorder.

93% 67%

of health centers
provided substance use
disorder services

of health centers provided
mental health counseling
and treatment

STRONG PATIENT OUTCOMES

Patient centered preventitive and primary
health care improved outcomes.

67% 63%

of health center patients with of health center patients with
diabetes controlled their blood
sugar levels, exceeding the

national average of 60%.

hypertension controlled their
bloed pressure, exceeding the
national average of 57%.

Source: https://bphc.hrsa.gov/sites/default/files/bphc/about/health-
centerfactsheet.pdf

Health Centers and the Ending HIV Initiative

Health centers are a key component in the Ending the
HIV Epidemic initiative by serving as a key point of
entry for prevention and diagnosis of people living with



HIV. The initiative’s goals are to reduce new HIV
infections by 75 percent within 5 years, and by
90 percent within 10 years, averting more than
400,000 HIV infections in that time period. In
2018, health centers provided over 2.4 million
HIV tests to more than 2 million patients and
treated 1 in 6 patients diagnosed with HIV
nationally. In FY 2021, the Health Center
Program will expand support for the Ending the
HIV Epidemic initiative. HRSA will dedicate $137
million to increase access to HIV prevention
services, including pre-exposure prophylaxis
(PrEP), outreach efforts, and care coordination in
approximately 500 community health centers.
This funding will allow health centers to reach
more than 20,000 patients in the 57 geographic
locations that contain more than 50 percent of
new HIV infections.

Ryan White HIV/AIDS Program
HRSA's Ryan White HIV/AIDS Program provides a
comprehensive system of primary medical care,

essential support services, and medication for low-

income people living with HIV, serving about
50 percent of people living with diagnosed HIV
infection in the United States. The Ryan White

HIV/AIDS Program is a core component of the Ending

ENDING THE HIV EPIDEMIC

Health centers key role in prevention and treatment

DI’

COMMUNITY raa"
HEALTH
CENTERS

SUPPORT >

2.4M HIV TESTS

to over 2 million people

OVER 190,000

people living with HIV (PLWH)
through outreach and care
coordination

$137 MILLION

in new resources to 500+ health
centers in the 57 geographic
locations driving more than 50%
of new HIV diagnoses

the HIV Epidemic initiative strategy to treat the
infection rapidly and effectively after diagnosis,
achieving sustained viral suppression in 87 percent of
patients and preventing transmission.

The Ryan White HIV/AIDS Program supports the Ending
the HIV Epidemic initiative. The Budget requests an
additional $95 million above 2020 enacted, for a total
of $2.5 billion, for the Ryan White HIV/AIDS Program.

VIRAL SUPPRESSION AMONG RYAN WHITE CLIENTS, BY STATE, 2010 AND 2018—UNITED STATES AND TWO

TERRITORIES!

Viral Suppression (%)
Il 52.0-66.8
W 66.0-72.8
69.5% =i
e () I 80--85.9
VIRALLY SUPPRESSED [ 86.0-87.9

[ 88.0-90.9
[191.0-97.8
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8T0Z NI

87.1%

VIRALLY SUPPRESSED

Note: Viral suppression: >1 OAHS visit during the calendar year and >1 viral load reported, with the last viral load result <200 copies/mL

1 Puerto Rico and the Virgin Islands
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This total includes $900 million for the AIDS Drug
Assistance Program. The request includes $165 million
specifically for the Ryan White HIV/AIDS Program’s role
in the Ending the HIV Epidemic initiative. The increase
will support HIV care and treatment for an estimated
43,000 clients in the 57 geographic locations that
currently have more than 50 percent of new HIV
diagnoses nationally, expand evidence-informed
practices to link, engage, and retain people with HIV in
care, and support capacity building, technical
assistance, program implementation, and oversight.

To support the Ending the HIV Epidemic initiative, the
Budget also proposes to reauthorize the Ryan White
HIV/AIDS Program to further target populations
experiencing high or increasing levels of HIV infections
and new diagnoses, while supporting Americans
already living with HIV. The Budget seeks data-driven
programmatic changes to simplify, modernize, and
standardize statutory requirements and definitions to
reduce burden on recipients.

Title X Family Planning Program

For more than 40 years, Title X family planning
clinics have ensured access to a broad range of
family planning and related health services for
millions of low-income or uninsured individuals.
The Budget provides $286 million, to support family
planning services. Approximately 90 percent of
Title X patients have family incomes at or below
200 percent of the federal poverty level.

IMPROVING MATERNAL AND CHILD HEALTH

Addressing high maternal mortality and morbidity rates
in the United States is a top priority for HRSA. Despite
medical care advances and improved access to care,
the pregnancy-related death rate has risen from

7.2 deaths per 100,000 live births in 1987 to

16.9 deaths per 100,000 live births in 2016. Severe
maternal morbidity (SMM) has significant short-and
long-term consequences for a woman's health.
Moreover, significant racial and ethnic disparities have
persisted over time. Specifically, Black, American
Indian, and Alaska Native women are two to three
times more likely to die from pregnancy-related causes
than white women are — and this disparity increases
with age. Geographic disparities in maternal health
outcomes also persist, and county-level access to
obstetric care services varies widely across states.
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Improving Maternal Health in America Initiative

In FY 2021 HRSA will dedicate $80 million, which is an
additional $50 million above FY 2020, towards the
HHS’s Improving Maternal Health in America initiative,
which focuses on a four pillar strategy to achieve: 1)
Healthy Outcomes for All Women of Reproductive Age
by improving prevention and treatment, 2) Healthy
Pregnancies and Births by prioritizing quality
improvement, 3) Healthy Futures by optimizing post-
partum health, and 4) Improved Data and Bolster
Research to inform future interventions. This initiative
builds on HRSA’s ongoing work to address maternal
mortality and morbidity.

Specifically, HRSA will support the Improving Maternal
Health in America initiative as follows:

1) Expanding the State Maternal Health Innovation
Grant program by $30 million above FY 2020, to a total
of $53 million, to reach additional states. This program
is funded through the Maternal and Child Health Block
Grant’s Special Projects of Regional and National
Significance and supports innovation among states to
improve maternal health outcomes and address
disparities in maternal health. With this funding,
states collaborate with maternal health experts to
implement state-specific actions plans in order to
improve access to maternal care services, identify and
address workforce needs, and support postpartum and
interconception care services. This program allows
states the flexibility to implement all four parts of the
Improving Maternal Health in America initiative,
including Improved Data and Research, as states are
required to collect and analyze state-level data on
maternal mortality and SMM.

2) Increasing funding for the Rural Maternity and
Obstetrics Management Strategies (RMOMS) program
by $10 million above FY 2020, to a total of $12 million,
to develop and test models that improve access to and
continuity of maternal obstetrics care in rural
communities. This program is funded through the
Federal Office of Rural Health Policy’s Outreach Grant
program and focuses on Healthy Pregnancies and
Births by improving the quality of obstetrics care in
rural areas.

3) Expands the Alliance for Innovation on Maternal
Health (AIM) program by $10 million above FY 2020,
for a total of $15 million, to develop and implement
safety bundles (small, straightforward sets of
evidence-based practices shown to improve patient



IMPROVING MATERNAL HEALTH IN AMERICA INITIATIVE

Expand State Maternal
Health Innovation
Grant Programs
States collaborate with
maternal health experts to
implement state-specific
action plans to:

improve access to
maternal care services

identify and address
workforce needs

-~

~

support postpartum
and interconception

Rural Maternity and
Obstetrics Management
Strategies (RMOMS) Program

Improves access and continuity
of maternal obstetrics care
in rural areas by:

A—

Screening and prevention

Healthy pregnancies and birth

il

Healthy future by investing
in postpartum health

This funding will be spent to
PILOT — TEST —— DEVELOP MODELS
to improve access and continuity in rural areas

Alliance for Innovation
on Maternal
Health Initiative (AIM)

AIM has improved the
quality of maternal care:

across

27 states

in over

1,300 hospitals

with plans to expand
implementation
in Health Centers,
IHS, and Tribal
healthcare facilities

care service

outcomes) that address preventable maternal
mortality and severe maternal morbidity among
pregnant and postpartum women outside of hospitals
and other birthing facilities. This program is funded
through the Maternal and Child Health Block Grant’s
Special Projects of Regional and National Significance.
Early reports from states that have successfully
implemented AIM safety bundles have shown
improvement in key maternal health outcomes. For
example, the State of Maryland (one of the first AIM
states) implemented the “Safe Reduction of Primary
Cesarean Birth” bundle in 2015 and reported a

4.7 percent reduction in first-birth cesarean section
rates in participating hospitals from 2015 to 2018.

The increased AIM funding will expand
implementation to health centers and IHS and Tribal
healthcare facilities. This increase allows HRSA to
meet the goal of Healthy Pregnancies and Birth and
Healthy Futures by implementing evidence-based
practices within outpatient clinical settings and
community based organizations.
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Maternal and Child Health Services Block Grant to
States

The Budget requests $618 million for the Maternal and
Child Health Block Grant to states, an increase of

$60 million over FY 2020. This increase of $60 million
provides states with additional flexibility to support the
types of activities previously funded through the
following programs: Sickle Cell Disease Treatment
Demonstration, Autism and Other Developmental
Disabilities, Heritable Disorders in Newborns and
Children, and Emergency Medical Services for Children.
In FY 2021, the Maternal and Child Health Block Grant
expects to provide services benefitting more than

50 million mothers and children in the United States.

In FY 2018, the program reached an estimated

55 million women, infants, and children, including

91 percent of pregnant women, 99 percent of infants,
and 54 percent of children.

States and territories use Block Grant funds to enhance
and expand public health services as a necessary
foundation for efforts to promote maternal health,
address maternal morbidity and severe maternal
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mortality, and improve infant and child health
outcomes. Many states have adopted a life course
approach in their Title V program planning. Assuring
optimal health and preventing/controlling chronic
conditions before, during, and after pregnancy through
improved access to quality healthcare, preventive
health screenings, health education, and advancement
of health equity are key strategies being utilized by
state Title V programs to advance maternal health.

Healthy Start

Healthy Start targets communities with infant
mortality rates at least one and a half times the
United States national average. The Budget
provides $126 million for the Healthy Start
program. This funding provides healthcare
services, social services, and public health services
to children and families across the nation,
including prenatal, postpartum and well-baby
care, case management, and immunization and
health education services. Funding will continue
to enable grantees to hire clinical service
providers to provide direct access to well woman
care and maternity care services. This will reduce
barriers to care and better address health
disparities among high-risk and underserved
women.

TRANSFORM RURAL HEALTH IN AMERICA

There are 57 million Americans living in rural
communities, facing a number of unique
challenges. Rural residents tend to be older and
in poorer health than urban counterparts. For
example, rural residents are more likely to die
from four of the leading causes of avoidable or
excess death (cancer, unintentional injury, heart
disease, and chronic lower respiratory disease)
than their urban counterparts. Rural communities
face challenges to access to care, financial
viability, and the important link between
healthcare and economic development.

The Budget requests $247 million for the Federal
Office of Rural Health Policy, which will provide grants
to improve rural area service delivery by strengthening
health networks and encouraging collaboration among
rural providers. The Budget supports critical rural
health activities and services such as Telehealth, Rural
Health Policy Development, Black Lung Clinics, and the
Rural Communities Opioids Response Program to
support the well-being of the Americans living in rural
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communities.

Rural Communities Opioids Response Program

The Budget requests $110 million for Rural
Communities Opioid Response Program, which
supports substance abuse prevention, treatment, and
recovery services for opioids and other substance use
in the highest-risk rural communities. The Budget
targets new pilot programs to respond to the evolving
needs of the opioid epidemic in rural counties,
including workforce and service delivery challenges,
and aims to reduce the morbidity and mortality of
substance use disorder in high-risk rural communities.
In FY 2019, HRSA awarded 80 Rural Communities
Opioid Response Program implementation grants to
strengthen infrastructure and capacity within rural
communities to provide needed prevention,
treatment, and recovery services to rural residents.

Recent data from the Centers for Disease Control and
Prevention indicates a rise in drug overdose deaths
involving methamphetamine and other
psychostimulant misuse in rural communities, with
synthetic opioids increasingly contributing to those
deaths. The Rural Communities Opioids Response
Program will expand to include activities that combat
methamphetamine, stimulant, alcohol, and other
substance misuse in rural communities.

Telehealth

HRSA supports telehealth services to increase
healthcare quality, expand provider trainings, and
improve health outcomes in rural areas. The Budget
requests $29 million for Telehealth to promote health
services and distance learning with telehealth
technologies through the Telehealth Network Grant
Program, Telehealth Resource Center Program, and the
Telehealth Center of Excellence Program. In FY 2021,
HRSA will continue the Telehealth Network Grant
Program that focuses on Tele-Emergency services to
provide real-time emergency care consultation
between a central emergency healthcare center and a
distant hospital emergency department. The Budget
also proposes to expand telehealth benefits in
Medicare Fee-for-Service and provide authority for
Rural Health Clinics and Federally Qualified Health
Centers to be distant site providers for Medicare
telehealth services. This would allow Rural Health
Clinics and Federally Qualified Health Centers to be
eligible for reimbursement for services provided via
telehealth.



OPTIMIZING THE NATION’S HEALTH WORKFORCE

The Budget provides $826 million in mandatory and
discretionary resources for HRSA health workforce
programs. While approximately 16 percent of the U.S.
population lives in rural America, only about

11 percent of physicians practice in rural locations.
Over 60 percent of primary care health professional
shortage areas are rural. The Budget prioritizes
funding for health workforce programs requiring
service commitments in underserved areas, and makes
investments for behavioral health professionals.

National Health Service Corps

The National Health Service Corps provides
scholarships and loan repayment to improve access
to quality primary care, dental, and behavioral
health in underserved urban, rural, and tribal areas.
Approximately 10,939 primary care medical, dental,
and mental and behavioral health professionals
have served in the National Health Service Corps
since it began in 1972.

The Budget requests $430 million for the National
Health Service Corps, $120 million in discretionary
budget authority and $310 million in mandatory
resources for FY 2021. In FY 2019, an estimated

13.1 million patients received care from 13,053
National Health Service Corps clinicians. Another 1,479
future primary care professionals are either in school
or in residency preparing for future service with the
Corps programs. More than one in three (39 percent)
of National Health Service Corps clinicians is a
behavioral health provider, and the Corps provides
care to an estimated 5.34 million urban and rural
residents.

National Health Service Corps clinicians ensure access
to care for vulnerable individuals, including checkups,
preventative screenings, vaccines, and routine dental
and medical care. The National Health Service Corps
Loan Repayment Program offers primary care medical,
dental, and mental and behavioral health providers the
opportunity to have their student loans repaid, in
exchange for providing healthcare in urban, rural, or
tribal communities with limited access to care. In

FY 2019, HRSA provided 4,012 new awards and 2,385
continuation awards totaling more than $236 million to
clinicians serving in communities with health
profession shortages to assist in repaying their
qualifying educational loans.
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Behavioral Health Workforce Development

In Academic Year 2018-2019, HRSA supported training
for 6,476 future providers across the behavioral health
spectrum, including community health workers, social
workers, psychology interns and post-doctoral
residents. These programs advance an integrated
approach to training through academic and community
partnerships, and enable clinicians to provide
integrated behavioral healthcare and treatment
services in underserved communities.

The FY 2021 Budget provides $139 million for the
Behavioral Health Workforce Development Programs
(BHWD). The Budget supports an addiction medicine
fellowship to expand behavioral health provider
training in community sites, including health centers.
These funds will enable HRSA to strengthen the health
workforce to address the opioid epidemic by training
professionals in team-based prevention, treatment,
and recovery services.

Over 50 percent of the BHWD trainees received
training in substance use treatment. By the end of the
Academic Year, 3,940 students graduated from
institutions and certificate-bearing programs and
entered the behavioral health workforce.

NURSE Corps Scholarship and Loan

Repayment Program

The NURSE Corps Scholarship and Loan Repayment
Program increases access to a high quality-nursing
workforce through scholarships and loan repayment
for nurses and nursing students committed to working
in underserved communities. The Budget provides
$83 million to support 1,733 primary care providers in
communities experiencing nurse shortages.

The Budget also proposes to expand tax-exempt
status to the NURSE Corps Scholarship Program,
Native Hawaiian Health Scholarship Program, and

the NURSE Corps Loan Repayment Program

similar to that provided to the National Health
Service Corps. This change will enhance

recruitment of students and clinicians who

commit to serve in critical shortage facilities.

Teaching Health Center Graduate Medical Education
Program

The National Center for Health Workforce Analysis
projects the total demand for primary care physicians
will grow by 38,320 full time equivalents between 2013
and 2025, estimating a shortage of 23,640 primary care
physicians by 2025. Teaching Health Center Graduate
Medical Education Program increases primary care
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physicians and dental residents across the nation, and
supports training in community-based ambulatory care
settings. The Budget requests $127 million in
mandatory funding to support a maximum resident cap
of up to 801 FTEs to expand the number of physicians
trained in community-based settings, such as rural
health clinics and health centers.

OTHER HRSA PROGRAMS

340B Drug Pricing Program

As a condition of participating in Medicaid, the 340B
Drug Pricing Program (340B Program) requires drug
manufacturers to provide discounts on outpatient
prescription drugs to certain safety net healthcare
providers. The 340B Program helps approximately
12,000 designated safety-net hospitals and clinics to
purchase pharmaceuticals at savings between 25 to 50
percent on what they would have otherwise paid for
covered outpatient drugs. In CY 2018, the 340B
Program provided $24 billion in discounted
medications to safety-net providers.

The Budget provides $34 million to improve operations
and oversight of the 340B Program. These funds
include a new discretionary user fee based on 340B
sales. The FY 2021 Budget also includes appropriations
language that would improve program integrity by
providing explicit general regulatory authority over the
340B Program. General regulatory authority would
allow for clear, enforceable standards of participation
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and will help ensure covered entities maintain
compliance with 340B program requirements and the
program benefits low-income and uninsured patients.

Supporting Organ Transplantation Program

There are 113,000 Americans on waitlists for lifesaving
organ transplants — 20 of whom die each day. The
Organ Transplantation Program extends and enhances
the lives of individuals with end-stage organ failure for
whom an organ transplant is the most appropriate
therapeutic treatment. According to the latest Donate
Life America Annual Update Report, there were
approximately 155 million people registered to be
organ donors in 2018, an all-time high.

The Budget requests $31 million for the Organ
Transplantation Program, an increase of $3 million
above FY 2020. In FY 2021, HRSA will reduce financial
barriers for living organ donors to reduce the number
of patients waiting for kidney transplants and provide
educational awareness about living organ donation.
This supports the Administration’s new Advancing
American Kidney Health initiative. HRSA will reimburse
for donor travel, lost wages, child care, elder care, and
other subsistence expenses.

Program Management

The Budget requests $152 million to support
investments in information technology, cybersecurity,
program integrity, and other operational costs.
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Services Programs
Clinical Services
Hospitals and Health Clinics (non-add)
Maternal Health (non-add)
Ending HIV Epidemic/Hepatitis C Initiative (non-add)
Electronic Health Record System
Purchased/Referred Care (non-add)
Indian Healthcare Improvement Fund (non-add)
Preventive Health
Public Health Nursing (non-add)
Community Health (non-add) /6
Other Services
Tribal Management Grant Program (non-add)
Direct Operations (non-add)
Subtotal, Services Programs
Contract Support Costs
Contract Support Costs 7/
Subtotal, Contract Support Costs
Payments for Tribal Leases
Payments for Tribal Leases /4
Subtotal, Section 105(/) Leases
Facilities Programs
Healthcare Facilities Construction
Sanitation Facilities Construction
Facilities and Environmental Health Support
Maintenance and Improvement
Medical Equipment
Subtotal, Facilities Programs

Total Discretionary Budget Authority

Collections
Diabetes Grants /5
Current Law Mandatory
Proposed Mandatory
Subtotal, Diabetes Grants
Subtotal, Other Sources
Total Program Level

Full-Time Equivalents

2019 /1

3,740
2,147

965
72
175
89
83
188

72
4,103

822
822

243
192
252
168

24
879

5,804

1,202
150

150

150
1,352
7,156

15,218
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2 S .'E
g . 195
dollars in millions
2020 /2 2021 /3 2021 +/- 2020
3,935 4,178 +243
2,325 2,433 +108
- 5 +5
- 27 +27
8 125 +117
965 965 -
72 72 -
178 142 -36
92 95 +3
84 44 -44
203 188 -15
2 0 -2
72 81 +10
4,315 4,507 +192
820 855 +35
820 855 +35
- 101 -
o 101 -
259 125 -134
194 193 -1
262 260 -2
169 168 -1
28 24 -4
912 769 -142
6,047 6,233 +185
1,202 1,279 +67
150 150 -
97 - -97
53 150 +97
150 150 -
1,352 1,429 +77
7,399 7,661 +262
15,218 15,261 +43
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1/ Reflects the FY 2019 Enacted level.

2/ Reflects P.L. 116-94, FY 2020 Consolidated Appropriations Act.

3/ The Budget requests a total of $36.6 million for staffing of newly-constructed healthcare facilities and $42 million for current
services allocated across several funding lines, and includes $2.2 million for the Alaska Immunization Program.

4/ The Budget requests a new, indefinite discretionary appropriation for section 105(/) leases.

5/ P.L. 116-94, FY 2020 Consolidated Appropriations Act provides $96.6 million for Diabetes Grants, through May 22, 2020. The
Budget assumes it will be extended through the end of FY 2020 at $150 million total funding.

6/ Includes Community Health Representatives and Health Education in FY 2019 and FY 2020 and adds an expansion of the
Community Health Aide Program into the lower 48 States in FY 2021.

7/ The Congressional Budget office score for FY 2020 Contract Support Costs is $820 million and is included in the table. The
Budget estimate for Contract Support Costs is $855 million.

The mission of the Indian Health Service is to raise the physical, mental, social, and spiritual health of American Indians and

Alaska Natives to the highest level.

The Indian Health Service (IHS) provides
comprehensive primary healthcare and disease
prevention services to approximately 2.6 million
American Indians and Alaska Natives through a
network of over 605 hospitals, clinics, and health
stations on or near Indian reservations. Facilities are
predominantly located in rural primary care settings
and are managed by IHS, tribal, and urban Indian
health programs.

The federal government has a unique government-to-
government relationship with 574 tribes. The
Administration is committed to the health and well-
being of American Indians and Alaska Natives. IHS
consults and partners with tribes to maximize
participation in programs that affect their

IHS SERVICE POPULATION MAP

Portland

Alaska 294,089

134,311
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374,757

Phoenix
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Total IHS service
population for CY 2021: Tucson
2,661,729 57.392
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communities. More than 60 percent of the IHS budget
funds services administered directly by tribes through
self-determination agreements.

The Fiscal Year (FY) 2021 President’s Budget (Budget)
requests $6.2 billion for the IHS. The Budget invests
strategically to make the greatest impact on health
outcomes across Indian Country, and supports direct
healthcare services. It also includes critical funding to
improve healthcare quality, fully fund operational costs
to support tribal self-determination, and modernize the
electronic health record (EHR) system. The Budget
supports IHS’s goal to ensure that comprehensive,
culturally appropriate public health services are
available and accessible to American Indian and Alaska
Native people.

Great Plains
144,060 Bemidji

153,549

IHS
Headquarters
Rockville, MD

Nashville
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FULFILLING THE UNIQUE ROLE OF IHS

The FY 2021 Budget provides $4.2 billion for Clinical
Services which provide essential health services and
community-based disease prevention and promotion
services. This funding will support direct healthcare
services across the IHS system, including inpatient,
outpatient, ambulatory care, dental care, and medical
support services such as laboratory, pharmacy,
nutrition, behavioral health services, and physical
therapy. In response to the IHS Tribal Budget
Formulation Workgroup’s budget recommendation to
HHS, the Budget supports direct healthcare services
across Indian Country, including hospitals and health
clinics, dental health, and mental health.

Healthcare Quality Improvement and Recruitment and
Retention

The Budget focuses on improving quality and the
management and operations of IHS, honoring the
Administration’s commitment to American Indians and
Alaska Natives. The Budget provides $7 million for
Quality and Oversight to advance the IHS mission in
accordance with the recently updated Strategic Plan,
and improve the quality and safety of care for IHS
patients. The Budget continues to invest $58 million
for accreditation emergencies to support IHS facilities
in efforts to meet CMS conditions of participation.

The Budget provides $12 million for a range of
recruitment and retention strategies to enhance and
support the mission of IHS. Investments include
housing subsidy incentives, new and supplemental
Loan Repayment awards, new Scholarship awards,
support to expand recruitment and outreach, and
authorities to provide special compensation for critical
positions.

To improve recruitment and retention of quality
healthcare professionals in rural Native communities,
the Budget provides $20 million for the replacement
and addition of new staff housing quarters in isolated
and remote locations. The Budget also includes key
legislative proposals to improve recruitment and
retention of providers to meet the IHS workforce
needs. These investments will build and support a
dedicated, competent, and caring IHS workforce.

Eliminating Hepatitis C and Ending the HIV Epidemic in
Indian Country

American Indian and Alaska Native people face
significant health disparities in rates of sexually
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transmitted infections, including HIV. IHS estimates
between 40,000 and 100,000 American Indian and
Alaska Native people are living with Hepatitis C (HCV).
From 2010 to 2016, the annual number of HIV
diagnoses increased 46 percent among American
Indians and Alaska Natives. Sexually transmitted
disease (STD) rates are also rising in Indian Country,
further increasing the risk of HIV transmission.

The Budget includes $27 million to enhance HIV testing
and linkages to care to advance the Ending the HIV
Epidemic: A Plan for America initiative and accelerate
efforts to eliminate HCV in Indian Country. With these
funds, IHS can expand access to HIV testing, provide
treatment to suppress the virus in HIV patients, and
prescribe pre-exposure prophylaxis (PrEP) that can
greatly reduce the spread of HIV among this
population. The funds support expedited partner
therapy to those at greater risk for contracting HIV and
other STDs. These funds also support disease
surveillance and public health enhancements through
the 12 Tribal Epidemiology Centers. Funding will
enable IHS to conduct HIV/HCV/STD outreach,
education, and training to staff and provide consistent
outreach in high-risk American Indian and Alaska
Native communities.

The Budget also supports treatment, medication,
public health surveillance, and case management
services to prevent and treat HCV infection due to
injection drug use. IHS will make medications readily
available to American Indian and Alaska Native people
living with HCV. These funds will cure nearly 1,100
people and will accelerate IHS efforts to eliminate HCV
in Indian Country.

Addressing Behavioral Health and Substance Abuse
Disparities

American Indians and Alaska Natives suffer
disproportionately from drug abuse and have
significant behavioral health challenges. Native
communities have the highest drug use rate of

1.7 percent, substantially higher than other ethnicities:
whites (0.7 percent), Hispanics (0.5 percent), Asians
(0.2 percent), and African-Americans (0.1 percent).

The Budget includes $364 million for Mental Health
and Alcohol and Substance Abuse programs. IHS’s
programs prioritize integrated behavioral health and
primary care while respecting the balance, wellness,
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and resilience of American Indian and Alaska Native
people.

Improving Maternal Health

American Indian and Alaska Native women are more
than two times more likely to die from pregnancy-
related causes than white women regardless of
education and socioeconomic status. The President is
committed to reducing maternal mortality and
morbidity and making the United States one of the
safest countries in the world for women to give birth.
In FY 2021 IHS will dedicate S5 million towards the
HHS-wide Improving Maternal Health in America
Initiative, which focuses on a four-part strategy to 1)
Achieve Healthy Outcomes for All Women of
Reproductive Age by improving prevention and
treatment, 2) Achieve Healthy Pregnancies and Births
by prioritizing quality improvement, 3) Achieve Healthy
Futures by optimizing post-partum health, and 4)
Improve Data and Bolster Research to inform future
interventions.

The Budget provides $5 million to advance Native
Maternal Health. This funding supports standardized
screening, addresses social determinants of health for
pregnant women, and increases cultural awareness to
improve health outcomes. IHS will update the agency’s
standards of care, train providers, provide outreach
and education to patients, and support IHS and tribal
hospitals that provide labor and delivery services. The
funds also will allow IHS to increase targeted outreach
to pregnant women and women of childbearing age at
risk for substance abuse disorders.

Purchased/Referred Care

IHS contracts with hospitals and healthcare providers
through the Purchased/Referred Care program for
services it cannot directly provide within its network.
The Budget provides $965 million for this program.
These funds support medical care, including essential
services such as inpatient and outpatient care, routine
and emergency care, and medical support services such
as diagnostic imaging, physical therapy, and laboratory
services.

Preventive Health Services

The Budget supports evidence-based and
outcome-driven programs that will improve the health
of American Indians and Alaska Natives, particularly for
tribal members that live in rural communities. The
Budget includes $44 million for a new Community
Health Program, which consolidates the Community

Indian Health Service

40

Health Representatives program, Health Education,
and the Community Health Aide Program (CHAP). The
approach supports the nationwide expansion of the
evidence-based CHAP to the lower 48 states, to build a
network of health aides to collaborate with healthcare
providers and provide healthcare, health promotion,
and disease prevention services. The Budget supports
continued funding for the Alaska CHAP. Community
Health Aides will expand access to health services in
areas that are challenging to serve due remoteness and
provider vacancies. This approach supports self-
determination and provides tribal communities
flexibility to administer community health programs at
the local level to meet their unique needs and improve
the health and wellbeing of tribal citizens.

Staffing Increases

The Budget provides $37 million to fully fund staffing
and operating costs for four newly constructed
healthcare facilities, including Yukon-Kuskokwim
Primary Care Center in Bethel, Alaska; Naytahwaush
Health Center in Naytahwaush, Minnesota; Yakutat
Tlingit Health Center in Ykutat, Alaska; and Ysleta Del
Sur Health Center in El Paso, Texas. These investments
will expand access to healthcare services and address
critical needs in these communities. All four projects
are part of the Joint Venture Construction program,
where tribes fund construction of a new or
replacement facility, and IHS works with Congress to
fund staffing and operating costs.

Health Insurance Reimbursements

The Indian Healthcare Improvement Act authorizes IHS
to collect Medicaid, Medicare, Veterans Health
Administration, and private health insurance
reimbursement for services provided by IHS to eligible
beneficiaries. The Budget for IHS estimates $1.3 billion
in health insurance reimbursement, which IHS and
tribally-operated facilities use to maintain accreditation
standards through hiring additional medical staff,
purchasing and updating equipment, and making
necessary building improvements.

HEALTH INFORMATION TECHNOLOGY
MODERNIZATION

The IHS Health Information Technology infrastructure
provides critical support for the IHS, tribal, and Urban
healthcare system that cares for 2.6 million American
Indian and Alaska Native people. IHS requires a secure,
certified EHR system to improve healthcare delivery



MODERNIZED ELECTRONIC HEALTH RECORD SYSTEM VITAL TO QUALITY CARE
IHS will invest $125M for an updated system that will provide high-quality care, ensure patient safety, and protect from

cybersecurity threats

The IHS Health Information Technology (HIT) Modernization Roadmap outlines the steps to be taken in 2021 to deliver
an improved electronic health record system. These steps include, but are not limited to:

E;:A

Selection and Continued assessment

procurement of the state of infrastructure
of HIT at IHS, Tribal, and Urban
solutions Indian Facilities

Ll

Data collection and
review of end user
requirements for
historic data

E A

Improve data
exchange capabilities
to provide a secure
personal health record

Development of the transition

plan from the legacy system to
the new system

Updating hardware,
software, networks, data
centers, and equipment

X =

Development of a Improve internal and
Data Governance external interoperability
Center of Excellence

and quality, enhance access to care, reduce medical
errors, and provide high quality services.

In 2017, the Department of Veterans Affairs announced
it will phase out support of the EHR system IHS
currently utilizes. Over the coming years, IHS must
update its overall Health Information Technology
system with a modern, innovative, and practical
solution to improve health and healthcare across
Indian Country.

In FY 2021, the Budget invests $125 million to support
IHS’s transition to an improved and modernized EHR
system. This funding continues efforts started in

FY 2019 to support a modern system for the delivery of
care, revenue collection, and interoperability. A new
system supports IHS’s ability to provide high quality
care, increase efficiency, ensure patient safety, protect
from cybersecurity threats, and participate in CMS
demonstration projects.

FACILITIES AND CONSTRUCTION

IHS provides facilities infrastructure services on or near
Indian reservations in 37 states. The facilities program
improves access to medical care and facilitates
collaboration and partnership between tribes and IHS.
The Budget provides $769 million for IHS facilities
programs to support projects on the Health Facilities
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Construction Project Priority List, fund Sanitation
Construction projects, purchase medical equipment,
and support the Facilities and Environmental Health
Support program.

Healthcare Facilities Construction

The Health Facilities Construction Project Priority List,
developed in 1992 by IHS in consultation with tribes,
governs new and replacement facilities construction.
The 2010 reauthorization of the Indian Healthcare
Improvement Act incorporated the Priority List in
statute. The Budget provides $125 million to support
new and replacement construction of healthcare
facilities on the Priority List. This funding supports the
Whiteriver Hospital in Whiteriver, Arizona; new and
replacement Staff Quarters; and Albuquerque Central
Health Center in Albuquerque, New Mexico.

PARTNERSHIP WITH TRIBES

Self-determination provides tribes an opportunity to
assume the responsibility for providing healthcare for
their members. Tribal governments and tribal
organizations administer over 60 percent of IHS
resources through Indian Self-Determination and
Education Assistance Act contracts and compacts.
Tribes design and manage the delivery of individual and
community health services through 22 hospitals, 285
health centers, 54 health stations, 127 Alaska village
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clinics, and 5 school health centers across Indian
Country.

Contract Support Costs

Contract Support Costs are the necessary and
reasonable costs for activities tribes and tribal
organizations must perform to ensure compliance with
the contract and prudent management but that IHS
either does not normally perform in its direct operation
of the program or provided from resources other than
those transferred under contract. The Budget fully
funds Contract Support Costs at an estimated
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$855 million and continues an indefinite appropriation
to support this need.

Section 105(I) Leases

The Indian Self-Determination and Education
Assistance Act requires compensation for reasonable
operating costs associated with facilities leased or
owned by tribes and tribal organizations to carry out
health programs under the Act. The Budget provides
full funding for section 105(/) leases at an estimated
$101 million through a new, separate indefinite
appropriation, and reforms to improve management of
tribal lease payments.
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dollars in millions 2021 +/-
2019 /1 2020 2020
CDC Programs /2
Immunization and Respiratory Diseases 783 790 830 +40
Prevention and Public Health Fund (non-add) 321 370 303 -67
Vaccines for Children 4,176 4,418 4,951 +534
HIV/AIDS, Viral Hepatitis, Sexually Transmitted Infection 1,124 1,274 1,553 +279
and Tuberculosis Prevention
Emerging and Zoonotic Infectious Diseases 624 636 550 -85
Prevention and Public Health Fund (non-add) 52 52 137 +85
Chronic Disease and Health Promotion 1,185 1,240 813 -427
Prevention and Public Health Fund (non-add) 255 255 454 +199
Birth Defects, Developmental Disabilities, Disabilities & 155 161 112 -49
Health
Environmental Health 209 214 182 -31
Prevention and Public Health Fund (non-add) 17 17 0 -17
Injury Prevention and Control 648 677 730 +53
Public Health and Scientific Services 526 578 521 -57
Public Health Service Evaluation Funds (non-add) 0 0 463 +463
Occupational Safety and Health 335 343 190 -153
Public Health Service Evaluation Funds (non-add) 0 0 79 +79
Global Health 494 571 532 -39
Public Health Preparedness and Response 835 827 802 -25
Buildings and Facilities 30 25 30 +5
CDC-Wide Activities and Program Support 327 359 155 -204
Prevention and Public Health Fund (non-add) 160 160 0 -160
Agency for Toxic Substances and Disease Registry (ATSDR) 75 77 62 -15
Total Program Level 12,094 12,787 12,612 -175
Less Funds from Other Sources
Vaccines for Children 4,176 4,418 4,951 +533
Energy Employee Occupational Illness Compensation 51 55 55 0
Program
World Trade Center Health Program 517 541 540 -1
Public Health Service Evaluation Funds 0 0 542 +542
Prevention and Public Health Fund 805 854 894 +40
User Fees 2 2 2 0
Total Discretionary Budget Authority 6,544 6,917 5,627 -1,289
Full-Time Equivalents (including ATSDR) 11,318 11,318 11,471 +153

1/ Reflects the FY 2019 Final level, post required and permissive transfers. Funding level does not include supplemental
disaster appropriations (520 million).
2/ FY 2019 and FY 2020 totals are shown comparably adjusted for FY 2021 realighments.
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The Centers for Disease Control and Prevention (CDC) works 24/7 to protect America from health, safety, and security
threats, both foreign and in the United States. Whether diseases start at home or abroad, are chronic or acute, curable
or preventable, human error or deliberate attack, CDC fights disease and supports communities and citizens to do the

same.

CDC increases the health security of our nation. As the nation’s health protection agency, CDC saves lives and protects
people from health threats. To accomplish its mission, CDC conducts critical science and provides health information
that protects our nation against expensive and dangerous health threats, and responds when these arise.

The Centers for Disease Control and Prevention (CDC)
is the nation’s public health protection agency,
committed to saving lives and protecting Americans at
home and abroad. CDC prevents and responds to
domestic and foreign health, safety, and security
threats, and promotes the health and wellbeing of
Americans of all ages. CDC accomplishes its public
health mission through core competencies, including:
putting data into action; maintaining state-of-the-art
laboratory capacity, developing a robust public health
workforce; responding quickly to outbreaks, and
fighting diseases before they reach our nation’s
borders.

The Fiscal Year (FY) 2021 President’s Budget (Budget)
requests $12.6 billion for CDC and the Agency for Toxic
Substances and Disease Registry (ATSDR). This total
includes $5.6 billion in discretionary budget authority,
$894 million from the Prevention and Public Health
Fund, and $542 million in Public Health Service
Evaluation Funds. The Budget prioritizes funding to
protect Americans from infectious and chronic
diseases, end the HIV epidemic, promote global health
security, and advance data modernization efforts to
ensure the evidence CDC collects and generates is
accurate, timely, and can be used effectively and
efficiently.

HIV/AIDS, VIRAL HEPATITIS, SEXUALLY TRANSMITTED
INFECTIONS AND TUBERCULOSIS PREVENTION

Scientific advancements in prevention and treatment
tools have made a future free of HIV, viral hepatitis,
sexually transmitted infections (STI), and tuberculosis
possible. CDC prioritizes cost-effective, scalable
programs, policies, and research to achieve the
greatest reduction in the incidence of these conditions,
all of which have significant personal, societal, and
economic costs. The Budget includes $1.6 billion for
CDC’s efforts to support state, tribal, local, and
territorial health departments’ response to disease
outbreaks, and to maintain CDC’s state-of-the-art
laboratories that make vital discoveries and develop
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cutting-edge technology to prevent the spread of
infection.

Ending the HIV Epidemic: A Plan for America

The Budget provides $1.2 billion for CDC’s domestic
HIV/AIDS surveillance and prevention efforts, which
includes $371 million for the second year of HHS's
Ending the HIV Epidemic initiative. The multi-year
initiative targets 48 counties, Washington, D.C., and
San Juan, Puerto Rico, which together account for
more than 50 percent of new HIV diagnoses, and 7
states that have a substantial rural HIV burden with
additional expertise, technology, and resources. These
investments will advance HHS’s efforts to reduce new
HIV diagnoses by 75 percent in 5 years and by 90
percent by 2030.

In FY 2021, CDC will significantly increase efforts within
the 57 jurisdictions to implement proven and
innovative activities across all four strategies of the
initiative: prevent, diagnose, treat, and respond.
These activities include increasing HIV testing in clinical
settings, making testing more accessible in non-
traditional settings, promoting rapid and
comprehensive care for all persons diagnosed with HIV,
improving use of Pre-exposure prophylaxis (PrEP), and
detecting potential clusters of HIV transmission early to
prevent outbreaks.

Infectious Disease and Drug Use

CDC estimates 28,000 people have been diagnosed
with Hepatitis A due to recent outbreaks, 862,000
Americans are living with chronic Hepatitis B, and 2.4
million are living with Hepatitis C. The opioid crisis has
fueled increases in new viral hepatitis infections due in
large part to increased rates of injection drug use.
Hepatitis A outbreaks comprise the largest increases in
Hepatitis A infection in the U.S. in nearly two decades.
The nation has seen a 4-fold increase in reported cases
of Hepatitis C from 2010 to 2017. In addition to
ongoing Viral Hepatitis activities, the FY 2021 Budget
includes $58 million to provide awards to select
jurisdictions to address the infectious disease



CDC SUPPORT FOR ENDING HIV EPIDEMIC INITIATIVE

A €DC analysis of HIV data found that more than 50% of new HIV diagnoses’
occurred in only 48 counties, Washington, D.C., and San Juan, Puerto Rico.
The analysis also found that seven states had a substantial rural burden.?

CDC’S ROLE

L d

Priority U.S. counties,
Washington, D.C.,
and San Juan,

* Puerto Rico

12016-2017 data

2 States where 10% or more of new diagnoses in 2016 and 2017 were in rural areas (less than 50,000
population); at least 75 total new diagnoses statewide; and the state did not have a priority county

[ Priority states

DIAGNOSE

O’ All people with HIV

as early as possible

TREAT
HIV rapidly and effectively to reach
sustained viral suppression

PREVENT

new HIV transmissions by using proven
interventions including PrEP and syringe
services programs

RESPOND
quickly to clusters of new cases to get
needed prevention and treatment services

/

consequences of the opioid epidemic and support
prevention and surveillance interventions in high-risk
areas to reduce the spread of infectious disease.

Sexually Transmitted Infections

Sexually Transmitted Infections (STls) compromise
Americans’ health and is a significant cost to the
healthcare system. The United States is experiencing a
significant increase in STIs; in 2018 there were more
than 2 million cases of chlamydia, gonorrhea, and
syphilis (including congenital syphilis in babies)
combined, more than ever previously reported. The FY
2021 Budget includes $161 million to support CDC’s
unique role providing national leadership, research,
and policy development to prevent STls nationwide.
HHS is currently developing the nation’s first federal
action plan on STls. The plan, scheduled for release in
2020, will outline evidence-based actionable strategies
across multiple agencies to address STls. In alignment
with the plan, CDC will continue to bridge science,
public health program management, and STI
prevention services that are high-impact, scalable,
cost-effective, and sustainable.

IMMUNIZATION AND RESPIRATORY DISEASES

Immunizations and control of respiratory diseases are
critical to CDC’s goal to protect Americans from
infectious diseases locally and globally. Through the
discretionary Immunization Program and mandatory
Vaccines for Children (VFC) Program, CDC improves
access to immunization services for uninsured and
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underinsured United States populations. CDC also
provides critical epidemiology and laboratory capacity
to detect, prevent, and respond to vaccine-preventable
respiratory and related infectious disease threats, and
conducts preparedness planning for pandemic
influenza.

The FY 2021 Budget includes $5.7 billion for these
activities, of which $830 million is for discretionary
immunization and respiratory diseases programs.

Addressing the Threat of Influenza

Influenza poses one of the world’s greatest infectious
disease challenges and threats. CDC provides technical
expertise, resources, and leadership to support
diagnosis, prevention, and control of influenza
domestically and to address the threat posed by
seasonal and pandemic influenza. Influenzais a
contagious respiratory disease which can lead to
hospitalization and sometimes death, even among
healthy people. In the United States, millions of people
experience illness, hundreds of thousands are
hospitalized, and tens of thousands die from influenza
every year. An annual seasonal vaccine for everyone 6
months and older is the best way to protect against
influenza. CDC estimates that, for the 2017-2018
influenza season, vaccinations prevented over 6 million
illnesses and more than 3 million influenza-associated
medical visits.

The Budget includes an additional $40 million to
support implementation of activities outlined in the
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2017-2018 FLU SEASON

Burden and burden averted by vaccination

During the 2017-2018 season,
CDC estimates flu caused:

810,000

flu
hospitalizations

45M

flu illnesses

61,000

flu deaths

THIS SEVERE SEASON COULD HAVE BEEN
WORSE WITHOUT FLU VACCINES.

Approximately 40% of the U.S. population chose to
get a flu vaccine during the 2017-2018 flu season,
and this prevented an estimated:

..' H
P
6.2M 91,000 5,700
fluillnesses hospitalizations deaths

More than About the number More than

twice the of people who can | the number of

number of fit in the Rose Bowl | children born in
registered nurses stadium in the U.S. every

in the U.S. Pasadena, CA 12 hours

President’s September 2019 Executive Order,
“Modernizing Influenza Vaccines in the United States to
Promote National Security and Public Health.” CDC will
rapidly expand monitoring systems to compare the
effectiveness of different vaccines, enhance vaccine
virus development for use by industry, strengthen the
evidence base for enhanced influenza vaccines, and
remove barriers that stop people from getting
vaccinated.

Combatting Acute Flaccid Myelitis

Acute Flaccid Myelitis (AFM) is a rare but serious
condition affecting the nervous system, particularly in
children. CDC collaborates with leading experts,
clinicians, and state and local health departments to
understand the causes of AFM and how to prevent and
treat it. CDC conducts active surveillance of AFM
through the National Viral Surveillance Network and
reviews medical charts of each AFM case. The Budget
provides $10 million to implement AFM Task Force
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recommendations, which includes promoting AFM
awareness among front-line clinicians, monitoring AFM
activity nationwide, identifying and updating treatment
options, and tracking long-term outcomes.

Vaccines for Children

The VFC Program provides recommended vaccines,
free of charge, to children and teens who may not
otherwise have access. CDC buys vaccines at a
discount and distributes them to grantees, such as
state health departments and certain local and
territorial public health agencies. These groups
distribute the vaccines at no charge to private
physicians’ offices and public health clinics registered
as VFC providers. Over half of young children and one-
third of adolescents in the United States are eligible to
receive vaccinations through this program. CDC
estimates vaccination prevented over 400 million
illness, more than 26 million hospitalizations, and
930,000 deaths among children born in the last 25
years. Further, CDC estimates that every dollar
invested in childhood vaccination ultimately saves over
10 dollars. The FY 2021 Budget includes $4.95 billion in
mandatory funding for the VFC program.

EMERGING AND ZOONOTIC INFECTIOUS DISEASES

CDC defends the country against a wide range of
infectious diseases caused by bacterias (like anthrax or
Salmonella), by viruses (like Zika virus or Ebola), or by
fungi (like Valley fever). CDC’s world-class scientists,
researchers, laboratorians, and emergency responders
protect America’s health, safety, and security by
reducing illness and death associated with these
infectious diseases, spread intentionally or
unintentionally, through several core functions,
including: outbreak response, surveillance, laboratory
expertise, and support to state and local health
departments. The FY 2021 Budget includes

$550 million for CDC’s National Center for Emerging
and Zoonotic Infectious Diseases, and prioritizes
funding to address the rising threat of tick and
mosquito-borne diseases in the United States, and to
improve CDC's lab capacity. The Budget includes an
additional $10 million to support lab technologies,
equipment, and training to enhance CDC’s ability to
respond to outbreaks.



CASES OF TICKBORNE DISEASE ON THE RISE
Reported cases of leading tickborne disease by year — United States, 2001 — 2017
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Addressing Tick-borne Diseases

Tick-borne diseases account for 80 percent of all
reported vector-borne disease cases each year and
represent an important emerging public health threat
in the United States. The number of reported cases has
doubled since 2004 and reached a record high of more
than 59,000 cases in 2017. The geographic ranges of
ticks have also expanded further north, west, and
south in recent years, which leads to increased risk for
human exposure to the bites of infected ticks. HHS is
committed to addressing the public health challenge
posed by the rising numbers of tick-borne diseases in
the United States.

The FY 2021 Budget includes a total of $66 million for
CDC'’s vector-borne disease activities. This includes an
additional $14 million to address the growing threats of
Lyme disease and other tick-borne diseases. The
additional funding will support the development of
better diagnostics, new or improved surveillance and
prevention strategies (including efforts to address
insecticide resistance), and will expand support for
state grants, with a focus on Lyme disease and related
tick-borne disease activities. CDC will continue to
provide support for vector-borne disease prevention
and control to 64 jurisdictions and will provide
enhanced support to at least nine states and one city at
high-risk for vector-borne disease outbreaks through
the Epidemiology and Laboratory Capacity cooperative
agreement.
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Combating Antibiotic Resistance

CDC’s 2019 Antibiotic Resistance Threats Report
estimates that more than 2.8 million illnesses and
about 35,000 deaths are caused by Antibiotic
Resistance in the United States each year, leading to
billions in excess costs to the U.S. healthcare system.
In addition, when Clostridioides difficile is added to
these, the U.S. toll of these threats exceed 3 million
infections and 48,000 deaths. The Budget includes
$137 million to detect, respond to, and contain
antibiotic resistant infections associated with
healthcare, food, and the community. In alignment
with the National Action Plan for Combating Antibiotic-
Resistant Bacteria, CDC will continue to work with
states and communities to strengthen detection and
tracking of antibiotic resistant threats, fund seven
regional labs to assist in outbreak response, improve
antibiotic use in healthcare settings, and support
research to identify new approaches to combat
antibiotic resistance.

PUBLIC HEALTH SCIENTIFIC SERVICES

Strategic thinking, new ideas, flexibility, and readiness
to connect across disciplines are critical to address
factors affecting our health, including new and
changing health threats, natural disasters,
bioterrorism, access to healthcare, and the growing
burden of noncommunicable diseases. CDC leads,
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promotes, and facilitates science standards and policies
to protect the health of Americans at home and
abroad. The Budget provides a total of $521 million to
train more than 300 fellows, modernize public health
surveillance systems, and improve access to
information that public health professionals need to
address disease outbreaks and other health threats.

The National Center for Health Statistics is the nation’s
principal health statistics agency. These statistics
provide critical information and evidence to shape
policies, monitor programs, track progress, and
measure change. The Budget includes $169 million to
continue CDC'’s critical data collection activities,
including the National Vital Statistics System and the
National Health and Nutrition Examination Survey.

Public Health Data Modernization Initiative

The Budget includes $30 million to support the Public
Health Data Modernization Initiative, a multi-year
initiative to transform how CDC collects and uses public
health data. This approach will allow CDC and state
and local health departments to effectively address the
wide range of new and changing health threats with
data that can drive action more efficiently, flexibly,
rapidly, and with enhanced impact. This investment
will bring CDC and public health into the 21st century,
through shared data platforms, networked systems,
and accessible sharing of data. CDC will:

e Modernize the public health data
infrastructure through support to state and
local health departments to enhance their data
capacities;

e Improve CDC internal capacity to support
advanced data tools and capabilities;

e Support strategic human capital and workforce
development activities that enhance data
science; and

e Engage public health organizations, academic
institutions, and the private sector to
accelerate and sustain data modernization.

Overall, this investment will increase the effectiveness
of public health data systems and allow the public
health community to move toward enhanced
predictive analytics that can help detect threats prior
to their emergence as full-blown health crises.

Centers for Disease Control and Prevention
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MORE TIMELY, ACCURATE, AND ACCESSIBLE
The improved world of public data

CDC is investing $30M to build a digital public
health superhighway to accelerate lifesaving
prevention and response allowing CDC to:

BETTER PREDICT
Getting ahead of epidemics to stop them
more quickly

UNDERSTAND MORE QUICKLY
Rapid data analysis to gain real-time insights

SHARE MORE EFFECTIVELY
Interoperable, accessible data for action

MOVE FASTER

A true digital highway to automate transfer of critical
data in real time

CONNECT RESOURCES MORE EFFECTIVELY

[ ]
e * ) leveraging existing resources and making common
investments for the future

INJURY PREVENTION AND CONTROL

Injuries and violence can affect anyone, regardless of
age, race, or economic status. In the first half of life
(ages 1-44), more Americans die from violence and
injuries, such as motor vehicle crashes, falls, or
homicides, than from any other cause. CDC is the
nation’s leading authority on injury and violence, which
includes detecting, understanding, and addressing
alarming public health trends like suicide and
substance use disorders. Like diseases, injuries are
preventable, and CDC approaches injury prevention
using the same methods as disease prevention:
surveillance, understanding risk factors, designing and
evaluating targeted interventions, and implementing
proven strategies in communities nationwide. The

FY 2021 Budget includes $730 million for injury
prevention and control activities.

Combating the Opioids and Methamphetamine Crisis
The Administration has made progress in the fight
against opioid addiction. According to the CDC’s
National Center for Health Statistics, provisional
overdose mortality fell by 5 percent for the 12 months
ending in the second quarter of 2018. Despite this
progress, the drug addiction crisis faced by the United
States continues to evolve and is becoming more



complex, including the emergence of increased
methamphetamine use. More than 70,000 Americans
died from drug overdoses in 2017 alone. Opioids,
mainly synthetic opioids (other than methadone), are
currently the main driver of drug overdose deaths.
Opioids were involved in 47,600 (68 percent) of all drug
overdose deaths in 2017. Additionally, overdose
deaths involving methamphetamine and other
stimulants are increasing, and in a growing number of
states are responsible for more deaths than opioids.

The FY 2021 Budget continues to prioritize opioid
activities at CDC, with a total funding level of

$476 million. CDC is contributing to Department wide
efforts by supporting states and jurisdictions as they
collect data, respond to overdoses, and provide care to
those in their communities. To apply its public health
expertise, CDC conducts surveillance and research,
builds state, local, and tribal capacity, supports
providers, health systems, and payers, partners with
public safety, and empowers consumers to make safe
choices.

In FY 2021, CDC will continue to support 66
jurisdictions to build upon current progress in tracking
and preventing overdose deaths. These awards expand
capacity at the state and local level for overdose
monitoring, tracking problematic prescribing patterns,
and detecting changes in the supply of illicit drugs.
These activities will enhance states’ abilities to monitor
the epidemic by improving the timeliness and quality of
surveillance data for both fatal and nonfatal opioid
overdose as well as to leverage timely data to target
effective responses.

Drug Free Communities Program

The Drug Free Communities Act of 1997 established
the Drug Free Communities Program to prevent and
reduce substance abuse among youth by establishing
and strengthening coalitions between communities,
public and private non-profit agencies, and
governments. The FY 2021 Budget provides $100
million to CDC to administer the Drug Free
Communities Program. In FY 2019, Congress
appropriated $100 million to the Office of National
Drug Control Policy, and provided authority to transfer
resources to other federal departments and agencies.
By appropriating funds directly to CDC, the Drug Free
Communities program will benefit directly from CDC'’s
public health expertise and robust network of grantees
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COMBATING THE OPIOID EPIDEMIC

CDC supports prevention of drug- and opioid-specific
overdose by:

il

Using data to monitor emerging
trends and direct prevention activities

Strengthening state and local capacity
to respond to the epidemic

Working with providers, health systems,
and payers to reduce unsafe exposure to
opioids and treat addiction

Coordinating with public safety and
community-based partners to rapidly
identify overdose threats, reverse
overdoses, link people to effective
treatment, and reduce harms
associated with illicit opioids

Increasing public awareness about
the risks of opioids

C-

for other CDC state, local, territorial, and tribal
substance abuse prevention programs.

BIRTH DEFECTS AND DEVELOPMENTAL DISABILITIES

Every 4.5 minutes, a baby in the United States is born
with a major birth defect, and 1 in 6 children have
developmental disabilities. CDC enriches the quality of
life of vulnerable populations through efforts to
identify and address the causes of birth defects, infant
disorders, and developmental disabilities. Through
surveillance, research, and prevention efforts, CDC
translates scientific findings to increase the
understanding of the potential causes, leading to
recommendations, policies, and services to help
prevent them. CDC is working toward a day when
every child is born with the best health possible. The
FY 2021 Budget includes $112 million to prevent
birth defects and developmental disabilities, while
providing CDC the flexibility to efficiently manage
resources while addressing the most pressing public
health issues.

Emerging Threats to Mothers and Babies

The FY 2021 Budget includes $10 million for activities
to protect mothers and babies from emerging threats.
The Surveillance for Emerging Threats to Mothers and
Babies initiative, launched in FY 2019, currently

Centers for Disease Control and Prevention



supports 13 jurisdictions and public health
organizations to monitor and determine the impact of
serious threats, such as Zika virus, syphilis, and
Hepatitis C, on mothers and babies, and to track the
occurrence of birth defects and developmental
disabilities as children age. Findings will help CDC
address critical threats, develop appropriate
prevention strategies, and inform the clinical and
public health communities about the needs of and
optimal care for children and families.

Neonatal Abstinence Syndrome

Every 15 minutes, a baby is born with neonatal
abstinence syndrome, which occurs when newborn
babies experience withdrawal after being exposed to
drugs in the womb. CDC is on the front lines of
understanding the impact of the opioid and substance-
use crisis on adults, infants, and children. To date, CDC
has improved surveillance to provide more consistent
and comparable data on the incidence and impact of
exposure to opioids during pregnancy on infant health.
The FY 2021 Budget provides $2.25 million to continue
CDC’s work to advance the understanding of neonatal
abstinence syndrome and translate these findings to
improve the care of mothers and babies.

CHRONIC DISEASE PREVENTION AND HEALTH
PROMOTION

Chronic diseases, such as heart disease, cancer, chronic
lung diseases, stroke, and diabetes, account for the
majority of deaths in the United States every year, and
are the major causes of sickness, disability, and
healthcare costs. While chronic diseases affect all
populations, disease rates vary by race, ethnicity,
education, and income level. The most disadvantaged
Americans often bear the most significant
consequences of chronic disease.

The FY 2021 Budget includes $813 million for chronic
disease prevention and health promotion activities.
CDC will continue to lead efforts to prevent and control
chronic diseases and associated risk factors by
implementing targeted chronic disease prevention
interventions though state, tribal, local, and territorial
health departments and non-governmental
organizations, monitoring national chronic disease
trends, and evaluating effective interventions.

The FY 2021 Budget proposes the America’s Health

Block Grant as an opportunity to reform state-based
chronic disease programs. States may use their Block
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Grant resources to address chronic disease priorities,
including: tobacco control and prevention; nutrition
and physical activity; heart disease and stroke;
diabetes, and arthritis. This $350 million Block Grant
program will provide states flexibility to support
interventions that best address chronic diseases with
the highest incidence in their state.

The Budget also includes $337 million to continue
CDC’s crosscutting cancer prevention and control
programs and partnerships. CDC helps Americans
lower their cancer risk and detect cancer early, through
screening recommendations and other effective
interventions.

Improving Maternal Health in America Initiative

In FY 2021, CDC will dedicate an additional $12 million,
for a total of $24 million, toward the HHS-wide
Improving Maternal Health in America Initiative, a
cross-agency approach to improving maternal mortality
focused on four strategic goals: (1) achieving healthy
women by improving screening and prevention; (2)
achieving healthy pregnancies and births by identifying
and treating risk factors, morbidities, and
complications during pregnancy; (3) achieving healthy
futures by optimizing post-partum health through
continued engagement in managing risk factors; and
(4) improving data and bolstering research. This
initiative builds on CDC’s ongoing work to address
maternal mortality and morbidity.

With this additional funding, CDC will expand Maternal
Mortality Review Committees to all 50 states and DC.
Through these committees, every state will examine
every case of pregnancy-related death to understand
the circumstances surrounding the death and identify
effective prevention opportunities.

ENVIRONMENTAL HEALTH

Safe and healthy environments promote healthier
people and communities. CDC protects Americans
against everyday hazards found in air, water, or food.
In particular, CDC is committed to protecting the health
and wellbeing of populations who are especially
vulnerable to environmental health threats, including
children, the elderly, and individuals with disabilities.

The FY 2021 Budget includes $182 million to support
CDC'’s environmental health activities. CDC will
continue to monitor health outcomes resulting from
environmental exposures, develop guidance to address



environmental health issues, and build partnerships to
discuss health impacts and support collaborative
decision making. The Budget maintains funding for the
Childhood Lead Poisoning Prevention Program, and
includes additional resources to support CDC’s work
with private labs and device manufacturers to
harmonize results on more high priority lab tests.

OCCUPATIONAL SAFETY AND HEALTH

The National Institute for Occupational Safety and
Health (NIOSH) is the lead research agency focused on
worker safety and health. Through NIOSH’s efforts,
CDC helps protect the nation’s 163 million workers and
provides the only dedicated federal investment for
research needed to prevent occupational injuries and
illnesses that cost the United States $250 billion
annually.

The FY 2021 Budget includes $190 million for
occupational safety and health activities. CDC works
cooperatively with employers and employees to adapt
research findings into effective and feasible solutions
to prevent illness and injury in the workplace. In
addition to the discretionary resources provided for
these activities, the Budget provides $55 million for the
mandatory Energy Employee Occupational Injury
Compensation Act program.

World Trade Center Health Program

The September 11, 2001 terrorist attacks required
extensive response, recovery, and cleanup activities
exposing thousands of responders and survivors to
toxic smoke, dust, debris, and psychological trauma.
The World Trade Center Health Program was
established by the James Zadroga 9/11 Health and
Compensation Act of 2010 and reauthorized in 2015
until 2090 to serve all eligible responders, as well as
survivors who were in the New York City disaster area.

The Budget includes $540 million in mandatory Federal
share funding to provide monitoring and treatment
benefits to eligible responders and survivors, conduct
research on related health conditions, and maintain a
health registry to collect data on those affected. To
date, the program has enrolled over 99,000 eligible
participants and paid claims for treatment and
medication for more than 32,000 enrollees.
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PUBLIC HEALTH PREPAREDNESS AND RESPONSE

The United States faces growing health threats in
today’s increasingly connected world. Disease
outbreaks and natural disasters can escalate into
emergencies. CDC’s public health preparedness and
response programs protect Americans before, during,
and after public health emergencies. CDC’s world-class
laboratories, public health surveillance, epidemiology,
and incident management expertise, combined with
long-standing relationships with federal, state,
territorial, tribal, local, and global partners, uniquely
qualify CDC to prepare for, detect, and respond to
public health emergencies. The Budget provides
$802 million for CDC’s public health preparedness and
response activities.

State and local public health capacity is central to
effective preparation, response, and recovery from
public health emergencies. The Budget includes
$675 million for the Public Health Emergency
Preparedness cooperative agreements. In FY 2021,
CDC will continue to provide funding to 62 awardees,
which includes all 50 states, 4 major cities, and 8
territories, and will continue support for more than
2,600 staff that provide critical public health expertise
at the local level which enables faster and more
effective responses. Staff work in jurisdictions as
laboratorians, epidemiologists, data analysts, health
professionals, communication specialists, and
evaluators. CDC also assigns highly skilled, senior
professionals, called Career Epidemiology Field
Officers, to state, territorial, and local health
departments across the country to strengthen
nationwide public health capacity and preparedness.

Centers for Disease Control and Prevention



PILLARS OF CDC'S GLOBAL HEALTH STRATEGY

-

‘f

Scientific Expertise
CDC has a demonstrated
record of trailblazing science,
evidence-based decision-making
and action, and an experienced
waorkforce that are experts in their
fields, and is available to address
the mast urgent global public
health threats.

Diverse Partnerships
CDC fosters health diplomacy
through langstanding bilateral and
multilateral partnerships, engagement
with private sector, and ongoing
collaboration with academic
institutions and foundations, CDC
maximizes the agency’s unigue role
while leveraging these diverse
partnerships to achieve measureable

Sustainability
CDC takes seriously its responsibility
to be a goad steward of resources by
demaonstrating impact on leading
public health priorities, fostering
technical sustainahility, reducing the
economic impact of disease outbreaks
globally, and building lasting capacity
for countries to address current and
future health needs,

health impact around the world.
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Innovation
CDC leverages the latest technologies and advanced
analytics to accelerate public health impact. COC develops
new medical countermeasures, diagnostics, laboratory
and data platforms, and explores new ways to innovate
across its global health portfolio by identifying unigque
models of collaboration and partnerships,

Health Equity
CDC helps to eliminate health dizparities and
achieve aoptimal health for all. COC addresses
health equity and reaches those in greatest need
through its global programs, research, tools and
resources, and leadership.

GLOBAL HEALTH

In today’s interconnected world, diseases can spread
from a remote village to a major city in as little as 36
hours. CDC works globally to detect and respond to
diseases where they occur. Through these efforts,
including deployments of scientists and health experts,
CDC can detect epidemic threats earlier, respond more
effectively, and prevent avoidable catastrophes. CDC’s
work worldwide supports the overarching goal of
ensuring global health security, while building the
nation’s domestic defense against health threats.

The Budget includes $532 million for CDC'’s global
health activities that help protect Americans from
major health threats such as Ebola, Zika virus, and
pandemic influenza. CDC’s global health programs are
led by world experts in epidemiology, surveillance,
informatics, laboratory systems, and other essential
disciplines, and provide strong global health leadership
capacity. CDC works with non-governmental
organizations to identify, direct, and coordinate global
health strategies and priorities.
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Global Health Security

The FY 2021 Budget includes an additional $50 million,
for a total of $175 million, to continue efforts to help
protect the American people from health threats
around the world, focused on helping high risk
countries build their own public health capacity to
respond to outbreaks. CDC collaborates on and
supports country-lead response efforts to confront the
most challenging health epidemics, often in complex
geopolitical settings. However, it is critical that CDC
maintain the capacity to address contagious disease
threats where they occur — from Ebola in West Africa,
to polio in Pakistan and Afghanistan, to 2019 Novel
Coronavirus (2019-nCoV) in China.

In FY 2020, CDC began the process of building a robust,
tangible presence in strategic regions across the globe.
With new resources in FY 2021, CDC will continue
efforts to increase the geographic and strategic
positioning of CDC’s expertise to ensure early disease
detection and rapid response capabilities, and will
allocate funding to meet public health security
challenges worldwide. CDC will continue to partner
with individual countries to help develop and augment



CDC JOINS LOCAL AND INTERNATIONAL PARTNERS TO COMBAT EBOLA

As of Janoary 2020, COC has provided the folfowing resources to combat the second largest outbreak

of Ebola ever recorded:

*

y | e T
c =
DEPLOYED NEARLY TRAINED MORE THAN OVER 200
600 STAFF 250 DRC CITIZENS PERMANENT STAFF

to the Demacratic Republic of the
Cango [DRC] and surrounding cauntries

to be ORC Disease Detectives — members
of the Epidemic Intelligence Service

continue ta work in DRC and surrounding
countries to provide technical guidance

COC works with the DRC, surrounding countries, ond focal and international orgonizations to coordinate octivities ond

pravide techiical auidence in the following areas:
» ase investigation and management = risk communication
= cantact tracing

* cammunity engagament

and hezlth education
* laboratery testing

+ border health screening, surveillance, infectian
contral, data management, legistics and vaccination
activities

their public health capacity and health security
expertise to ensure that diseases are contained at their
source.

INFECTIOUS DISEASES RAPID RESPONSE RESERVE
FUND

Congress established the Infectious Diseases Rapid
Response Reserve Fund in FY 2019 to allow CDC to
rapidly and effectively respond to emerging infectious
disease outbreaks, such as the 2019 Ebola outbreak in
the DRC. The FY 2021 Budget provides an additional
S50 million for the Reserve Fund within CDC to allow
HHS to rapidly and effectively respond to current or
emerging infectious disease threats domestically or
globally.

BUILDINGS AND FACILITIES

CDC infrastructure investments support the dedicated
staff who protect Americans from public health threats
every day. CDC maintains safe, secure, and fully
operational laboratories nationwide as a requirement
to fulfill its mission and respond to evolving public
health needs. The FY 2021 Budget includes $30 million
to support required renovations and repairs to
maintain and make necessary improvements to CDC
facilities.
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AGENCY FOR TOXIC SUBSTANCES AND DISEASE
REGISTRY

For 3 decades, the ATSDR, a nonregulatory,
congressionally-mandated public health agency, has
protected American communities from exposures to
harmful substances in our soil, water, and air. ATSDR
works to better understand the human health effects
of hazardous substances and builds local capacity to
investigate and take action to reduce harmful
exposures. ATSDR staff and partners trained by ATSDR
are ready 24/7 to respond to environmental threats
from natural disasters, chemical spills, and other
emergencies. In FY 2019, ATSDR responded to over
700 requests from community, state, and federal
entities to investigate potential health risks, and
trained 30,000 health professionals about ways to
examine the impact of exposure to Per- and
Polyfluoroalkyl exposure, a large group of man-made
chemicals.

The FY 2021 Budget includes $62 million for ATSDR,
with a focus on activities related to children’s health,
safe drinking water, and innovative laboratory
methods.

Centers for Disease Control and Prevention



National Institutes of Health m

National Institutes
of Health

dollars in millions 2021

 a;s/i 200 202 /3000

Institutes/Centers
National Cancer Institute 6,121 6,440 5,881 -559
National Heart, Lung, and Blood Institute 3,482 3,625 3,298 -327
National Institute of Dental and Craniofacial Research 461 478 435 -43
National Institute of Diabetes and Digestive and Kidney Diseases 2,176 2,265 2,074 -191
National Institute of Neurological Disorders and Stroke 2,246 2,447 2,245 -201
National Institute of Allergy and Infectious Diseases 5,545 5,876 5,446 -430
National Institute of General Medical Sciences 2,822 2,937 2,672 -265
Eunice K. Shriver National Institute of Child Health and Human
Development 1,501 1,557 1,416 -141
National Eye Institute 794 823 749 -74
National Institute of Environmental Health Sciences: Labor/HHS
Appropriation 772 803 730 -72
National Institute of Environmental Health Sciences: Interior
Appropriation 79 81 74 -7
National Institute on Aging 3,080 3,546 3,226 -320
National Institute of Arthritis and Musculoskeletal and Skin Diseases 603 625 568 -56
National Institute on Deafness and Communication Disorders 473 491 446 -44
National Institute of Mental Health 1,872 2,043 1,845 -198
National Institute on Drug Abuse 1,408 1,458 1,432 -26
National Institute on Alcohol Abuse and Alcoholism 525 547 497 -49
National Institute of Nursing Research 163 172 157 -16
National Human Genome Research Institute 575 604 550 -54
National Institute of Biomedical Imaging and Bioengineering 388 405 368 -37
National Institute on Minority Health and Health Disparities 313 336 305 -30
National Center for Complementary and Integrative Health 146 152 138 -14
National Center for Advancing Translational Sciences 816 833 788 -45
Fogarty International Center 78 81 74 -7
National Library of Medicine 441 457 416 -41
Office of the Director /2 1,908 2,247 2,099 -148
215 Century Cures Innovation Accounts 196 157 109 -48
Buildings and Facilities 199 200 300 100
National Institute for Research on Safety and Quality /3 -- -- 355 355
Total, Program Level 39,184 41,685 38,694 -2,991
Less Funds from Other Sources
Public Health Service Evaluation Funds -1,147 -1,231 -741 +490
Current Law Mandatory Funding — Type 1 Diabetes /4 -150 -97 -- +97
Proposed Law Mandatory Funding — Type 1 Diabetes /4 -- -53 -150 -97
Patient-Centered Outcomes Research Trust Fund /3 - - -98 -98
Total, Discretionary Budget Authority 37,887 40,304 37,704 -2,600
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dollars in millions 2021

2019 /1 2020 2021 +/- 2020
Appropriations
Labor/HHS Appropriation 37,808 40,223 37,630 -2,593
Interior Appropriation 79 81 74 -7
Full-Time Equivalents /5 17,227 18,101 18,339 +238

1/ Reflects the FY 2019 Final Level including funding authorized by the 21% Century Cures Act and directed or permissive
transfers. Funding level does not include supplemental hurricane appropriations ($1 million).

2/ Amount for FY 2020 reflects directed transfer of $5 million to the HHS Office of Inspector General.

3/ The FY 2021 Budget consolidates the highest priority activities of the Agency for Healthcare Research and Quality
(AHRQ) within NIH as the National Institute for Research on Safety and Quality (NIRSQ). AHRQ's appropriation in FY 2019
and FY 2020 was $454 million and $445 million, respectively. AHRQ funding levels include mandatory transfers from the
Patient-Centered Outcomes Research Trust Fund.

4/ P.L. 116-94, FY 2020 Consolidated Appropriations Act provides $96.6 million for Diabetes Grants, through May 22,
2020. The Budget assumes it will be extended through the end of FY 2020 at $150 million total funding.

5/ Full-time equivalent levels include NIRSQ in FY 2021. Excludes 4 FTEs funded by the Public Health Service trust funds in
all years, and also excludes 7 FTEs funded by the PCORTF in FY 2021.

The National Institutes of Health’s (NIH) mission is to seek fundamental knowledge about the nature and behavior of
living systems and the application of that knowledge to enhance health, lengthen life, and reduce illness and disability.

The National Institutes of Health (NIH) conducts and
supports biomedical research that fosters fundamental
creative discoveries, innovative research strategies,
and their applications to improve human health. NIH
supports a world-class research workforce and plays a
critical role in supporting basic research and its
translation into tangible medical and healthcare
improvements.

The Fiscal Year (FY) 2021 President’s Budget (Budget)
requests $38.7 billion for NIH. Of this total,

$248 million is in mandatory resources and

$404 million is in resources available through the 215
Century Cures Act. The Budget prioritizes biomedical
research to respond to the opioids crisis, accelerate
progress on treating childhood cancer, end the HIV
epidemic, and prevent and control tick-borne illness.
NIH funds over 50,000 research grants to more than
300,000 individuals at more than 2,500 universities,
medical schools, research facilities, small businesses,
and hospitals.

RESEARCH PRIORITIES IN FY 2021

Combatting the Opioid and Methamphetamine Crisis
Initial data suggests the Administration has made
progress in decreasing the number of drug overdose
deaths. According to the Centers for Disease Control
and Prevention’s 