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(ot SERVICEG, We are pleased to present the Fiscal Year (FY) 2019 Congressional Justification for
& " the Public Health and Social Services Emergency Fund (PHSSEF). The FY 2019
Budget Request directly supports the United States’ ability to prepare for, respond

: to, and recover from, the consequences of a wide range of natural and man-made

<€

of HEA LTy

medical and public health threats and includes the FY 2019 budget justification for
%, '§ the Office of the Assistant Secretary for Preparedness and Response (ASPR),

K Pandemic Influenza, Cybersecurity, and the Office of Security and Strategic
Information (OSSI).

ASPR’s mission at its core is to save lives and protect Americans. On behalf of HHS, ASPR leads the
public health and medical response to disasters and public health emergencies, in accordance with the
National Response Framework and Emergency Support Function No. 8, public health and medical
services. HHS also supports other federal entities who lead Emergency Support Function No. 6 with
respect to the human and social services, including recovery. HHS is also the lead coordinating agency
with respect to the Health and Social Services Recovery Support Function under the National Disaster
Recovery Framework. ASPR coordinates across HHS and the federal interagency, and supports state,
local, territorial, and tribal health partners in preparing for, and responding to, emergencies and disasters.
ASPR also enhances medical surge capacity by organizing, training, equipping, and deploying federal
public health and medical personnel and providing logistical support for federal responses to public health
emergencies. At the state and local level, ASPR supports readiness by coordinating federal grants and
cooperative agreements and carrying out drills and operational exercises. Through coordinating the
Public Health Emergency Medical Countermeasures Enterprise (PHEMCE), including the Biomedical
Advanced Research and Development Authority (BARDA), ASPR oversees advanced research,
development, procurement, and stockpiling of medical countermeasures (e.g. vaccines, medicines,
diagnostics, and other necessary medical supplies).

Recently, ASPR responded to three catastrophic hurricanes. Over 4,800 National Disaster Medical
System (NDMS), Public Health Service (PHS), Veterans Administration (VA), and ASPR personnel have
been deployed to support the public health and medical responses to Hurricanes Harvey, Irma, and Maria.
Over all three incidents, ASPR had more than 36,000 patient encounters, and evacuated nearly 800
patients to facilities that could provide adequate care. ASPR’s actions saved lives, stabilized the
healthcare system, and restored services. Years of investment have yielded this coordinated response;
however, more must be done to be able to prepare and respond when disasters strike. To do this, ASPR
must support health care coalitions, medical providers, and emergency managers in preparing for
incidents that impact medical and public health capabilities. In addition, when an infectious disease
outbreak occurs, the public expects immediate access to vaccines, diagnostics, and drugs, as was seen
during the 2009 H1N1 pandemic and the 2013 Ebola virus epidemic in Africa. However, having these
products readily available requires long-range investment in time and funding for the R&D and
procurement of highly specialized products. To meet this public demand, protect health, and save lives in
the next pandemic or disease epidemic, the federal government must continue to take action and maintain
momentum to develop new medical countermeasures — vaccines, drugs, diagnostics, and devices — so they
are available immediately when needed. Enhanced partnerships with small and large companies,
sustained investments made possible under Project BioShield (PBS), and funding provided for Pandemic
Influenza preparedness over the last decade have successfully led to new capabilities, including medical
countermeasures critical to national health security. These advances continue to boost the nation’s
readiness to respond to the medical consequences of anthrax, botulism, smallpox, radiological and nuclear
agents, chemical agents, and emerging diseases. The medical countermeasure pipeline holds more
promise today than ever to combat long-standing threats and newly emerging ones.

ASPR’s advanced research and development program bridges gaps in national preparedness that no other
federal agency does: the late stages of development necessary to reach approval, licensure, or clearance of
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medical products that prevent, diagnose, or treat illnesses or injuries from chemical, biological,
radiological, and nuclear threats, as well as from emerging infectious diseases and the growing public
health threat of antimicrobial resistance. All of these threats pose a dire threat to American and global
health. BARDA has supported the development of 27 medical countermeasures against Department of
Homeland Security (DHS)-identified national security threats through PBS, including products for
smallpox, anthrax, botulinum, radiologic/nuclear emergencies, and chemical events. Fourteen of these
products have been placed in the Strategic National Stockpile (SNS) and are ready to be used in an
emergency. Notably, almost half of these Medical Countermeasures (MCMs) also have a “peacetime”
public health use. Since 2012, six of these PBS-supported chemical, biological, radiological, and nuclear
(CBRN) MCMs have been licensed by the Food and Drug Administration (FDA), including the first
products approved under the Animal Efficacy Rule. ASPR also has supported the development of 23
influenza vaccines, antiviral drugs, devices, and diagnostics to address the risk of pandemic influenza. To
date, ASPR has supported the FDA licensure/approval/clearance of 34 medical countermeasures for
pandemic influenza and CBRN threats.

ASPR directed medical countermeasure development in response to recent public health emergencies in
the U.S. and globally. In 2014-2015 ASPR, with federal and industry partners, supported advanced
development of 12 vaccine, antiviral, immunotherapeutic, and diagnostic candidates as part of the Ebola
response. Additionally, ASPR’s core service assistance programs provided support of animal and clinical
studies including Ebola vaccine clinical studies with the Centers for Disease Control (CDC) in Sierra
Leone. In 2016, ASPR worked with partners to develop and evaluate MERS-CoV therapeutic candidates
in Saudi Arabia. In 2017, ASPR supported six Zika diagnostics, two blood screening tests, and four
vaccine candidates with industry partners. These and other achievements demonstrate how far America
has come in MCM preparedness and response capabilities during the last decade.

To improve America’s readiness against national disasters, including naturally occurring or man-made
disease threats, ASPR will manage the SNS, and ASPR will engage in the procurement, maintenance, and
deployment of SNS medical countermeasures. The addition of the SNS to ASPR will improve overall
emergency response operations, providing health and medical services to communities in need.
Efficiencies across the medical countermeasure enterprise are expected. In coordination with the Public
Health Emergency Medical Countermeasures Enterprise, the SNS will develop strategies to meet the
national priorities for federal stockpiling, to maintain and improve SNS capabilities, and to address
inventory gaps. Through these strategies, the enterprise will be more sustainable, productive, and
effective at developing, stockpiling, and deploying the medical countermeasures needed to save lives and
protect America from 21st Century health security threats.

HHS and ASPR have made significant progress since ASPR’s inception in 2006. However, to further
improve national readiness and response capabilities, four key priority areas have been identified:

e First, provide strong leadership, including clear policy direction, improved threat awareness, and
secure adequate resources.

e Second, seek the creation of a “national disaster healthcare system” by better leveraging and
enhancing existing programs — such as the Hospital Preparedness Program (HPP) and the NDMS
— to create a more coherent, comprehensive, and capable regional system integrated into daily
care delivery.

e Third, advocate for the sustainment of robust and reliable public health security capabilities, in
partnership with the CDC, including an improved ability to detect and diagnose infectious
diseases and other threats, as well as the capability to rapidly dispense medical countermeasures
in an emergency.

e Fourth, advance an innovative medical countermeasures enterprise by capitalizing on additional
authorities provided in the 21st Century Cures Act, as well as advances in biotechnology and
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science to develop and maintain a robust stockpile of safe and efficacious vaccines, medicines,
and supplies to respond to emerging disease outbreaks, pandemics, and chemical, biological,
radiological and nuclear incidents and attacks.

The FY 2019 budget request for ASPR is $2.2 billion, which is $722 million above the FY 2018
Annualized Continuing Resolution level, including $575 million due to the transfer of the SNS to ASPR.
The request provides:

e $1.0 billion for BARDA, including $512 million for Advanced Research and Development which
also includes $192 million for the CARB initiative; and $510 million for Project BioShield
procurements of MCMs

e $575 million for the Strategic National Stockpile

e  $250 million for activities by ASPR and the HHS Office of Global Affairs to develop new
diagnostic tools, vaccines, immunotherapeutics and support international preparedness for
pandemic influenza

e $255 million for the Hospital Preparedness Program to support cooperative agreements with state,
local, and territorial health departments to improve surge capacity and enhance community health
care coalitions

e 380 million for Federal emergency management, the National Disaster Medical System, and the
Civilian Volunteer Medical Reserve Corps, including an increase of $2 million to fund a national
level bio exercise for preparedness and emergency response

e $46 million for ASPR’s policy; planning; acquisitions, grants, and financial management;
administrative operations; and leadership

The HHS Cybersecurity program maintains the security of an array of unique systems and sensitive data
within the Department. To meet its mission, HHS maintains a vast array of secure information. The
Department awards more grants than any other Federal agency, requiring systems in place to keep such
financial data secure. Additionally, the Department’s systems are utilized across the Federal Government
and maintain sensitive data, including personally identifiable information, health records, sensitive
biodefense research, and proprietary data. The Budget Justification supports, sustains, and enhances the
Department’s security posture to support a more nimble and flexible operating level. The activities
supported in the Budget will address ongoing Cybersecurity concerns and prepare for the future
challenges that accompany rapidly changing technologies. The Department continues to assess evolving
requirements and support for HHS specific needs as cyber threats becoming increasingly complex.

The Cybersecurity Program is tasked with implementing a comprehensive, enterprise-wide cybersecurity
program to protect the critical information with which the Department is entrusted. The FY 2019 budget
request for Cybersecurity is $68 million, which is an increase of $18 million above the FY 2018
Annualized Continuing Resolution level. The request will prioritize:

o Implementing specific cybersecurity capabilities

e Cultivating cybersecurity partnerships_in the public and private sectors

e Engaging in HHS-wide security collaboration activities

e Enhancing HHS’ security capabilities through current and future programs and projects

The Office of Security and Strategic Information (OSSI) provides strategic all-source information,
intelligence, counterintelligence, insider threat, cyber threat intelligence, and special security (classified
information) and communications security support across the Department. OSSI is also responsible for
the Department’s personnel security programs. OSSI program objectives include increasing the
Department’s security and threat awareness and its ability to respond swiftly and effectively to national
and homeland security threats, as well as to respond to public health emergencies. These objectives are



Public Health and Social Services Emergency Fund

achieved by OSSI’s continued engagement internally and externally with Federal partners and others, its
ability to analyze all-source intelligence/information to identify potential threats and vulnerabilities, and
its ongoing programs that identify and assess trends and patterns across the Department while developing
and implementing mitigation strategies. OSSI is responsible for the safeguarding of all classified
information, equipment and facilities across the Department and as HHS’s Federal Intelligence
Coordination Office (FICO) and Secretary’s Senior Intelligence Official, OSSI manages all intelligence,
counterintelligence, insider threat, and cyber threat intelligence activities for the Department — all of
which are resourced with PHSSEF funds. Additionally, OSSI manages the Department’s personnel
security services across the Department; these are resourced by non-PHSSEF funds. The FY 2019 budget
request includes $8 million for OSSI, reflecting an increase of $1 million above the FY 2018 Annualized
Continuing Resolution level. The increase supports additional staff necessary to protect national security
interests related to intellectual property, life sciences, medical devices, and classified information.

As learned through public health threats such as Ebola and Zika, it is critical for the Department to
respond quickly when such threats arise. To enable a swift response to emerging public health threats that
have significant potential to affect the health and security of U.S. citizens, the FY 2019 Budget
re-proposes the establishment of a new Federal Emergency Response Fund within the Office of the
Secretary. HHS would have Department-wide transfer authority to support the Fund to help bridge the
Department’s response in situations that exceed the planned scope of emergency preparedness and
response programs and activities.

Robert P. Kadlec Eric Hargan
Assistant Secretary for Preparedness and HHS Deputy Secretary
Response, Ph.D.

Chris Wlaschin Michael Schmoyer

HHS Chief Information Security Officer Assistant Deputy Secretary for National
Security, Ph.D.
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INTRODUCTION AND MISSION

The Public Health and Social Services Emergency Fund supports the Department’s cross-cutting efforts
to improve the nation’s preparedness against naturally occurring and man-made health threats and threats
to the ability of HHS to carry out such missions. The following programs are supported by this Fund:

Assistant Secretary for Preparedness and Response:

The Office of the Assistant Secretary for Preparedness and Response (ASPR) is a leader in preparing
America’s communities to respond to, and recover from, public health and medical disasters and
emergencies. These events include natural disasters, pandemic diseases, and man-made threats from
chemical, biological, radiological, and nuclear (CBRN) agents. ASPR is a Staff Division in the Office of
the Secretary, and the ASPR serves as the principal advisor to the Secretary on public health and medical
emergency preparedness and response, including incidents covered by the National Response Framework
and the National Disaster Recovery Framework. ASPR takes a collaborative approach to the
Department’s preparedness, response, and recovery responsibilities by working with Operational Divisions
and Staff Divisions across the Department, to coordinate preparedness and response activities. ASPR also
works across the interagency under the direction of the National Response Framework. In addition,
ASPR has operational responsibilities for the advanced research and development of medical
countermeasures (MCMs).

At its core, ASPR’s mission is to save lives and protect Americans from manmade and naturally
occurring public health emergencies. Under the statutory provisions creating it, ASPR’s mission is to lead
the country in preparing for, responding to, and recovering from, the adverse health effects of emergencies
and disasters by supporting our communities’ ability to withstand adversity, strengthening our health and
response systems, and enhancing national health security. HHS is the coordinator and primary Federal
agency responsible for Public Health and Medical Emergency Support Function 8 (ESF-8) of the National
Response Framework (NRF) and the Health and Social Services Recovery Support Function of the
National Disaster Recovery Framework; and ASPR serves as the Lead Federal Agency when designated
by the Secretary in coordinating the federal and medical response to public health emergencies. ASPR
also supports HHS’s role with respect to ESF-6 of the NRF, the delivery of Federal mass care, emergency
assistance, housing, and human services when local, tribal, and State response and recovery needs exceed
their capabilities.

Cybersecurity:

The Cybersecurity program, within the Office of the Assistant Secretary for Administration, coordinates
all of the HHS information technology security efforts and works to ensure that automated information
systems are designed, operated, and maintained with the appropriate information technology security and
privacy protections. The Budget Justification supports, sustains and enhances the Department’s security
posture and helps support a more nimble, flexible operating level to address ongoing Cybersecurity
concerns and to prepare for the future challenges that accompany rapidly changing technologies. The
Department continues to assess evolving requirements and support for HHS specific needs as cyber
threats becoming increasingly complex.

Office of Security and Strategic Information:

The Office of Security and Strategic Information (OSSI) provides strategic all-source information,
intelligence, counterintelligence, insider threat, cyber threat intelligence and special security (classified
information) and communications security support across the Department. OSSI is also responsible for

10
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the Department’s physical security, emergency management and personnel security programs. OSSI
program objectives include increasing the Department’s security and threat awareness and its ability to
respond swiftly and effectively to national and homeland security threats, as well as to respond to public
health emergencies. These objectives are achieved by OSSI’s continued engagement internally and
externally with Federal partners and others, its ability to analyze all-source intelligence/information to
identify potential threats and vulnerabilities, and its ongoing programs that identify and assess trends and
patterns across the Department while developing and implementing mitigation strategies. OSSI is
responsible for the safeguarding of all classified information, equipment and facilities across the
Department and as HHS’s Federal Intelligence Coordination Office (FICO) and Secretary’s Senior
Intelligence Official, it manages all intelligence, counterintelligence, insider threat, and cyber threat
intelligence activities for the Department — all of which are resourced with PHSSEF funds. Additionally,
OSSI manages the Department’s physical security, emergency management and personnel security
services across the Department; these are resourced by non-PHSSEF funds.

Pandemic Influenza:

Pandemic Influenza funding supports HHS’s efforts to prepare for, and respond to, a pandemic influenza
outbreak. These funds support the development of next-generation antivirals, ongoing activities to
promote the development of rapid diagnostic assays for the diagnosis of pandemic influenza, and the
accelerated development and production of influenza vaccine worldwide.

11
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OVERVIEW OF BUDGET REQUEST

The FY 2019 Request for the Public Health and Social Services Emergency Fund (PHSSEF) is
$2,303.877 million. The Request represents a program level increase of $740.840 million relative to the
FY 2018 Annualized Continuing Resolution. The funds requested will provide the necessary resources to:

Support a comprehensive program to prepare for and respond to the health and medical
consequences of bioterrorism and other public health emergencies;

Maintain the Department’s counter-intelligence program;

Maintain the Department’s cybersecurity efforts; and

Support the Department’s pandemic influenza preparedness and response activities.

The Budget provides funds within the Office of the Secretary, and specifically for the Office of the
Assistant Secretary for Preparedness and Response (ASPR) and the Office of the Assistant Secretary for
Administration (ASA). This justification also requests funding for the Department’s cybersecurity and
pandemic influenza activities.

Programmatic Increases (relative to the FY 2018 Annualized Continuing Resolution):

Pandemic Influenza (increase of $138 million, $250 million total): Funding will be used to
sustain critical domestic influenza vaccine manufacturing infrastructure, ensure that influenza
vaccines and therapeutics can be produced to deploy an effective pandemic response, and maintain
overall domestic pandemic readiness.

Preparedness and Emergency Operations (increase of $2.109 million, $26.596 million total):
Funding will be used to ensure state and local entities can prepare and plan for, respond to, and
recover from, public health and medical incidents. The request will provide funding for additional
training activities for a HHS biological incident exercise and National Special Security Events.

National Disaster Medical System (NDMS) (increase of $0.244 million, $49.809 million total):
The request supports continued NDMS operations, logistics support, and regional emergency
coordination, to prepare and respond to public health emergencies and disasters. Funding will be
utilized for medical response assets, including training for NDMS teams, and modernized
equipment sets.

Biomedical Advanced Research and Development Authority (increase of $3.475 million,
$511.7 million total): The request supports the advanced development of the highest priority
MCMs against all 13 threats identified by DHS and prioritized in the PHEMCE Strategy and
Implementation Plan (2017).

Project BioShield (increase of $3.463 million, $510 million total): This funding level will ensure
continued development and procurement of Ebola vaccines and therapeutics, next-generation
anthrax vaccines and new procurements of the new antibacterial drugs, chemical agent medical
countermeasures, a new product to temporize burn injury, and a new radiation medical
countermeasure. It will also support new intravenous formulations of currently stockpiled smallpox
antiviral drugs for use in special populations or for those who are severely ill.

Hospital Preparedness Program (increase of $1.729 million, $254.555 million total): Funding
ensures that health care preparedness and response remains a nationwide focus (and enhances that
focus), and also that all areas of the U.S. will have a base of preparedness should a disaster strike.

12
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Strategic National Stockpile ($575 million total): In FY 2019, the Strategic National Stockpile
(SNS) will be transferred to ASPR. Putting the SNS under ASPR will increase operational
effectiveness and efficiencies, and strengthen integration with ASPR’s existing MCM program,
which will streamline MCM development and medical response capabilities. In sum, the move is
designed to improve the domestic preparedness posture by optimizing MCM development,
response, and utilization, while also strengthening response capabilities to health security threats.

Operations and Policy and Planning (increase of $0.224 million, $45.728 million total):

Among other public health functions, funding for these programs supports community public health
missions; continued development of ASPR’s performance measurement, enterprise risk
management, strategic human capital management initiatives; and establishment of strategic
direction for public health and healthcare emergency preparedness and response

Cybersecurity (increase of $17.578 million, $68.093 million total): Funding will support
necessary activities to protect the Department’s information technology systems. The investment
will support the safeguarding of personally identifiable information, commercial proprietary data,
and scientific research of National importance.

Office of Security and Strategic Information (increase of $1.077 million, $8.496 million total):
Funding will support necessary activities to mitigate counterintelligence and insider threat risks as
they relate to cyber intelligence-derived threats and threats to the Nation’s overall medical and
public health supply chain and risk management.

Programmatic Decreases (relative to the FY 2018 Annualized Continuing Resolution):

Medical Reserve Corps (MRC) (decrease of $2.059 million, $3.900 million total): Funding will
provide overarching support, regional coordination and technical assistance to MRC unit leaders to
guide the development of the units. Funding will also identify the key missions and/or functional
areas supported by MRC units (i.e. shelter support, mass vaccination, medical countermeasure
dispensing) and develop a system to track, monitor and assess units’ ability to support such
missions and the extent to which they can assist.

13
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OVERVIEW OF PERFORMANCE

Office of the Assistant Secretary for Preparedness and Response’s (ASPR) Mission

ASPR makes decisions that protect life and health, while limiting death and injury. As a dynamic,
responsive organization that seeks continual improvement, ASPR focuses resources where there is
greatest need. ASPR takes an organization wide approach to performance management and also is
actively engaged in the Department of Health and Human Services (HHS) Enterprise Risk Management
(ERM) program.

ASPR’s mission is to lead the country in preparing for, responding to, and recovering from, adverse
health effects of emergencies and disasters by supporting our communities’ ability to withstand adversity,
strengthening our health and response systems, and enhancing national health security. As a principal
adviser to the Secretary of HHS, ASPR coordinates direction related to public health preparedness as well
as federal responses to emergencies and threats of all kinds, including threats to national security.

ASPR serves as the Lead Federal Agency when designated by the Secretary in coordinating the federal
and medical response to public health emergencies, under Emergency Support Function (ESF) 8 of the
National Response Framework (NRF). ASPR also supports HHS’s role in the delivery of Federal mass
care, emergency assistance, housing, and human services when local, tribal, and State response and
recovery needs exceed their capabilities, under ESF 6. Through these functional designations, ASPR
provides critical emergency management leadership and support for all major public health and medical
events/incidents on behalf of the Federal Government. For ESF 6, ASPR specifically provides HHS
medical workers and medical supplies and services, including medical durable equipment, and
coordinates emergency medical care in shelters as needed at the request of affected State(s). For ESF 8,
ASPR has a vital role in fulfilling the HHS responsibilities for responding to, recovering from, and
mitigating the lasting impacts of public health and medical emergencies.

Priority Setting and Strategic Planning

The needs of American citizens and communities are central to setting and revising ASPR’s priorities. To
do this, ASPR uses data, rigorous evaluations, research findings, and stakeholder feedback. Priorities are
adjusted to contribute to new national goals while continuing to focus on expanding operational
capabilities for emergency response, developing, procuring and testing medical countermeasures, and
funding evaluation and research.

For the 2018-2022 HHS Strategic Plan, ASPR will report performance in support of Objective 2.2:
Prevent, treat, and control communicable diseases and chronic conditions, and also Objective 2.4: Prepare
for and respond to public health emergencies.

Aligning ASPR’s Performance with National Priorities

During times of change, performance management helps realign priorities. For example, by revisiting
each performance outcome and goal, ASPR is adding, removing, and refining measures and targets to be
sure that ASPR’s approach is data-driven, evidence-based, and actionable. Also, ASPR programs are
testing new performance measures to be sure that ASPR is providing accurate and meaningful
information to its stakeholders. Over time, such strategies support the development of standards and
benchmarks. This helps ASPR to gauge effectiveness and continually improve.
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Examples of Key Accomplishments

When disaster strikes, ASPR’s Office of Emergency Management (OEM) supports communities with
critical services to protect public health, address medical needs, and promote resilience and faster
recovery. When requested by a state, local government, tribe, territory or federal agency, OEM’s
National Disaster Medical System (NDMS) provides essential medical and emergency management
services with advanced equipment and subject matter expertise. NDMS response teams include clinical
providers and emergency medical service professionals, such as physicians, nurses, paramedics, and other
support staff, including information technology specialists.

ASPR’s NDMS program is testing new performance measures so that innovations to the response
structure are accurately captured and reported in a timely way. For example, workforce training data for
those deployed during emergencies is being collected and analyzed. As of April 2017, 100 percent of
new NDMS intermittent staff hired during 2017 already have completed Psychological First Aid training.
This training provides an evidence-informed approach for assisting children, adolescents, adults, and
families after disasters or terrorist attacks.

ASPR’s Biomedical Advanced Research and Development Authority (BARDA) reports performance data
in ASPR’s budgets, including the number of new medical countermeasures for Chemical, Biological,
Radiological, and Nuclear threats under FDA’s Emergency Use Authority and also the technical
assistance provided by BARDA to medical countermeasure manufacturers. These measures provide
some of the data BARDA uses to support their evidence-based approach to working with public and
private partners. Through such collaborations, ASPR works to transition vaccine, antiviral, diagnostic,
and device candidates to be ready for approval.

Performance Management Challenges

As a result of the 2017 hurricanes, some of OEM’s data will be reported by the end of June 2018 instead
of by the end of calendar year 2017. Specifically, due to response operations to Hurricanes Harvey, Irma
and Maria in 2017 as part of ASPR’s lead role for Emergency Support Function 8 under the National
Response Framework, fourth quarter training was rescheduled for second quarter of fiscal year 2018.
NDMS personnel were heavily engaged in response operations, and all personnel needed to be on call for
potential medical response support.

Influenza provides a snapshot into the performance management challenges faced by a federal agency
with ASPR’s complex mission. Because changes, including natural mutations, are taking place quickly, it
can be a challenge to adjust performance measures so that the most useful performance data are reported
with consistency over several years. The stability that allows analysis of trends and comparisons can be
challenging to maintain during times of rapid change. In such a situation, there is an inherent potential to
derail the relevance of performance metrics that become less of a focus or even obsolete. To address this
challenge, what is measured is actively revisited and improved over time. For example, measures are
being considered as data from Asia, including information about avian influenza outbreaks among
chicken flocks, are raising concerns. Although the virus has not demonstrated sustained human-to-human
transmissibility and remains in China, the H7N9 avian influenza virus has mutated into a more virulent
strain and has spread. As a consequence, the United States Government (USG) has evaluated the risk and
pandemic potential for this virus as extremely high. The USG is already taking steps to prepare for this
emerging threat by generating pre-pandemic vaccine seed strains and initiating manufacturing of pre-
pandemic vaccine. Clinical trials will commence once the pre-pandemic vaccine is available, in early
2018. This ever-changing pathology and epidemiology impacts the development of vaccines and antiviral
drugs to ensure their efficacy and safety.
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The Potential Impact of Resource Changes

The FY 2019 Request for ASPR is $2,223,279,000 and 832 FTE. The impact of the increased resources
will result in a comprehensive program to prepare for, and respond to, the health and medical
consequences of bioterrorism and other public health emergencies. The resources provided through this
request will also bolster the Department’s pandemic influenza preparedness and response activities. The
results will strengthen the nation’s critical domestic influenza pre-pandemic vaccine manufacturing
infrastructure, ensuring that pre-pandemic influenza vaccines and therapeutics can be produced to deploy
an effective pandemic response, and maintaining overall domestic pre-pandemic readiness. The impact of
increased funding for BARDA includes the advanced development of the highest priority MCMs. Project
BioShield funding will continue late-stage development and procurement of Ebola vaccines and
therapeutics, next-generation anthrax vaccines, and new procurements of new antibacterial drugs,
chemical agent medical countermeasures, a new product to temporize burn injury, and a new radiation
medical countermeasure. The impact of resources provided to support Preparedness and Emergency
Operations will ensure state and local entities can prepare and plan for, respond to, and recover from,
public health and medical incidences. The request will also provide for additional training activities for
the HHS exercises, Continuity of Operations, and support for National Special Security Events.
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FY 2019 ALL PURPOSE TABLE

PUBLIC HEALTH AND SOCIAL SERVICES EMERGENCY FUND
(Dollars in Millions)

FY 2017 FY 2018 FY 2019
Program Final Annualized President's +- FY 2018
CR Budget Annualized CR
Assistant Secretary for Preparedness and Response (ASPR):

Preparedness and Emergency OpPerations.............ccccceuvicuniecnenissssisissenisanes 24.596 24.487 26.596 +2.109
Office of Emergency Management only (non-add)...........ccccoveerinnnciinneens 19.608 19.521 21.596 +2.075
National Special Security Events (NSSE) (non-add).............cccoeevvnnnnirnnnnns 4.988 4.966 5.000 +0.034

National Disaster Medical System (NDMS).........ccccoevnenireinicneeereenenns 49.787 49.565 49.809 +0.244

Hospital Preparedness 253.958 252.826 254.555 +1.729
Hospital Preparedness Program (HPP) Grants (non-add)............ccceverereencns 228.500 226.948 228.500 +1.552

Medical RESEIVE COIPS......c.ouiuiiiiiiriririieeie s 5.986 5.959 3.900 -2.059

Biomedical Advanced Research and Development Authority (BARDA)............ 510.499 508.225 511.700 +3.475
Advanced Research and Development (non-add).............coceveveniccnicnnnnns 258.499 257.936 259.700 +1.764
Combating Antimicrobial Resistance (Non-add)............coceeevrrvcieninneieneinns 192.000 190.696 192.000 +1.304
Operations and Management (NON-add)..........cceururerrrnnnineiiiceeieieeenenns 60.000 59.593 60.000 +0.407

Project BiOShield.........ocenicririisiccce s 508.803 506.537 510.000 +3.463

Strategic National Stockpile /1. - - 575.000 +575.000

Office of Policy and Planning... 14.843 14.776 14.849 +0.073

OPEIALIONS. ...ttt 30.938 30.728 30.879 +0.151

Pandemic Influenza

No-Year Pandemic INFIUENZA...........coeiiiiiirc e 39.906 40.000 210.000 +170.000

Annual Pandemic INFIUBNZA .........ccovvvvirrriiceeee e 12.925 68.018 35.991 -32.027
Subtotal, Pandemic INfIUENZA ...........cvcviviiiiiccccc e 52.831 108.018 245,991 +137.973
Subtotal, ASPR Program Level ... 1,467.241 1,501.121 2,223.279 +722.158
Pandemic Influenza Supplemental Balances /2............ccovevevnvcennncinnnnns 15.000 - - --
Subtotal, ASPR Budget AUhOTILY .........ccoovieiicnceicece e 1,452.241 1,501.121 2,223.279 +722.158

Other Office of the Secretary:

Office of Global Affairs Pandemic INfIUENZa.........cccocoivvinirriiiieeceecens 4.000 3.982 4.009 +0.027
Annual funding (NON-add)........c.ceeiriiiriiirireee s 4.000 3.982 4.009 +0.027

Cybersecurity /3 50.744 50.515 68.093 +17.578

Office of Security and Strategic Information (OSSI) /3.......ccccoevirvvviiriniiinns 7.453 7.419 8.496 +1.077
Subtotal, Other Office of the Secretary.........ccooovvviieniicinncce 62.197 61.916 80.598 +18.682

PHSSEF Total:

HHS Pandemic Influenza Budget AUthOFitY..........ccoooerinninsccice s 56.831 112.000 250.000 +138.000
No-Year Pandemic Influenza (non-add).. 39.906 40.000 210.000 +170.000
Annual Pandemic Influenza (non-add).... 16.925 72.000 40.000 -32.000

All Other Budget Authority. 1,457.607 1,451.037 1,478.877 +27.840

Total, PHSSEF Program LEVEL..........cceiiriicnniesneeisieieiseeis e 1,529.438 1,563.037 2,303.877 +740.840
Pandemic Influenza Supplemental Balances /2............cccoocoevevnncnnenninnens 15.000 -- -- --
Total, PHSSEF, Budget AUThOFILY ........ccooieuriiiecscsseeseessie e 1,514.438 1,563.037 2,303.877 +740.840
FTE

ASPR 612 612 832 +220

OGA 5 5 5 -

0SSl 33 32 37 +5

Cybersecurity 93 123 133 +10

Total FTE, PHSSEF 743 772 1,007 +235

1/ The FY 2019 President's Budget reflects the transfer of the Strategic National Stockpile from CDC to ASPR.
2/ The FY 2017 funding level for Pandemic Influenza includes $15 million provided from prior-year supplemental balances.
3/ FY 2018 and FY 2019 totals reflect a realignment of $1.04 million from Cybersecurity to OSSI to support the cyber threat activities carried out by

OSSl.
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FY 2019 PROPOSED APPROPRIATIONS LANGUAGE
(Relative to FY 2018 President’s Budget)

For expenses necessary to support activities related to countering potential biological, chemical,
nuclear, radiological, chemical, and cybersecurity threats to civilian populations, and for other public
health emergencies, [$945,753,000]$968,877,000, of which $511,700,000 shall remain available until
expended for expenses necessary to support advanced research and development pursuant to section 319L
of the PHS Act and other administrative expenses of the Biomedical Advanced Research and
Development Authority: Provided, That funds provided under this heading for the purpose of acquisition
of security countermeasures shall be in addition to any other funds available for such purpose: Provided
further, That products purchased with funds provided under this heading may, at the discretion of the
Secretary, be deposited in the Strategic National Stockpile pursuant to section 319F-2 of the PHS Act:
Provided further, That [$4,990,000]$5,000,000 of the amounts made available to support emergency
operations shall remain available through [September 30, 2020]September 30, 2021: [Provided further,
That in making awards under section 319C-2 of the PHS Act from funds made available in this paragraph,
the Secretary may determine the amounts of such awards without regard to subsection (j)(3)(b) of such
section:]Provided further, That up to 10 percent of the amounts made available in this paragraph to
support advanced research and development pursuant to section 319L of the PHS Act may also be used to
supplement funds made available in the second paragraph for the purposes provided therein.

For expenses necessary for procuring security countermeasures (as defined in section
319F-2(c)(1)(B) of the PHS Act) and for carrying out section 319F-2(a) of the PHS Act,
[$510,000,000]%$1,085,000,000, to remain available until expended: Provided, That up to 10 percent of the
amounts made available in this paragraph may also be used to supplement funds made available in the
first paragraph to support advanced research and development pursuant to section 319L of the PHS Act.

For an additional amount for expenses necessary to prepare for or respond to an influenza
pandemic, [$206,863,000]$250,000,000; of which [$174,924,000]$210,000,000 shall be available until
expended, for activities including the development and purchase of vaccines, antivirals, necessary
medical supplies, diagnostics, and other surveillance tools: Provided, That funds may be used for the
construction or renovation of privately owned facilities for the production of pandemic influenza vaccines
and other biologics, if the Secretary finds such construction or renovation necessary to secure sufficient
supplies of such vaccines or biologics.
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APPROPRIATIONS LANGUAGE ANALYSIS

Language Provision

Explanation

For expenses necessary to support activities related to countering
potential biological, chemical, nuclear, radiological, chemical, and
cybersecurity threats to civilian populations, and for other public
health emergencies, [$945,753,000]$968,877,000, of which
$511,700,000 shall remain available until expended for expenses
necessary to support advanced research and development pursuant
to section 319L of the PHS Act and other administrative expenses
of the Biomedical Advanced Research and Development
Authority:

The language provides no-year funding for
transitioning CBRN products from
advanced research and development to
acquisition under Project BioShield.

Provided further, That [$4,990,000] $5,000,000 of the amounts
made available to support emergency operations shall remain
available through [September 30, 2020] September 30, 2021:

This language appropriates $5,000,000 for
emergency operations available through
fiscal year 2021.

For expenses necessary for procuring security countermeasures
(as defined in section 319F-2 (a)(c)(1)(B) of the PHS Act) and for
carrying out section 319F-2(a) of the PHS Act, [$510,000,000]
$1,085,000, to remain available until expended:

This language appropriates $1,085,000,000,
including $510,000,000 for Project
BioShield for procuring security
countermeasures and $575,000,000 for the
management of the Strategic National
Stockpile.

For an additional amount for expenses necessary to prepare for or
respond to an influenza pandemic [$206,863,000]$250,000,000;
of which [$174,924,000]$210,000,000 shall be available until
expended, for activities including the development and purchase
of vaccines, antivirals, necessary medical supplies, diagnostics,
and other surveillance tools: Provided, That funds may be used for
the construction or renovation of privately owned facilities for the
production of pandemic influenza vaccines and other biologics, if
the Secretary finds such construction or renovation necessary to
secure sufficient supplies of such vaccines or biologics.

The language provides funds for preparing
for and responding to an influenza pandemic
through specific activities. Additionally, the
language provides the Secretary with the
authority to use funds for construction and
renovation of private facilities that produce
pandemic influenza vaccines.

19



Public Health and Social Services Emergency Fund

AMOUNTS AVAILABLE FOR OBLIGATION

(In Dollars)
FY 2018 FY 2019
Detail FT:ii(;l? Annualized President's
CR Budget

Annual Appropriation 466,258,000 503,308,954 492,176,835

Recissions - - -

Sequester Order - - -

Transfers (1,016,000) - -
Subtotal, Annual Appropriation 465,242,000 503,308,954 492,176,835
Multi-Year Appropriation 516,700,000 513,191,090 516,700,000

Recissions - - -

Sequester Order - - -

Transfers (1,213,000) - -
Subtotal, Multi-Year Appropriation 515,487,000 513,191,090 516,700,000
No-Year Appropriation 550,000,000 546,536,590 1,295,000,000

Recissions - - -

Sequester Order - - -

Transfers (1,291,000) - -
Subtotal, No-Year Appropriation 548,709,000 546,536,590 | 1,295,000,000
Total, Adjusted Appropriation 1,529,438,000 | 1,563,036,634 | 2,303,876,835

Unobligated balance, start of year 806,338,952 124,601,017

Unobligated balance, end of year 124,601,017

Unobligated balance, lapsing 34,266,199

Total obligations

2,243,321,343
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SUMMARY OF CHANGES
(Dollars in Millions)

FY 2018 Annualized CR

Total estimated BUAGEt AUINOTITY. ........c.o i bbbt bbb bbb 1,563.037
FY 2019 President's Budget
Total estimated DUAGET AUENOTILY.........ciiiiiiiiec bbbt bbb bbb st b bbb bbbt bbb 2,303.877
INEBE CRANGE. ...ttt 740.840
FY 2019 +/- FY 2019 +/-
FY 2018 FY 2018 FY 2019 FY 2019 FY 2018 FY 2018
Annualized  Annualized PB ETE PB BA FTE BA
CRFTE CRBA
Increases:
Assistant Secretary for Preparedness and Response
Preparedness and Emergency Operations...........ccccceeurueeee. 86 24.487 86 26.596 - 2.109
Office of Emergency Management only (non-add)... 19.521 21.596 2.075
National Special Security Events (non-add).......... . 4.966 5.000 0.034
National Disaster Medical System...........c.cccoveerirncnenns 115 49.565 115 49.809 - 0.244
Hospital Preparedness Program (HPP)...........cccovvcrinienn. 49 252.826 49 254.555 - 1.729
HPP Grants (NON-add)........ccccoevivvvreiernnneinneseeeseeeens 226.948 228.500 1.552
BARDAL. ...ttt e 155 508.225 155 511.700 - 3.475
Advanced Research and Development (non-add)........... 257.936 259.700 1.764
Comating Antimicrobial Resistance (non-add).............. 190.696 192.000 1.304
Operations and Management (non-add).............c.cccceee. 59.593 60.000 0.407
Project BioShield..........c.cccoeiiiiiiieiicccccccnes - 506.537 - 510.000 - 3.463
Strategic National Stockpile..... - - 220 575.000 220 575.000
Office of Policy and Planning.. 66 14.776 66 14.849 - 0.073
OPEIAtIONS. ... 135 30.728 135 30.879 - 0.151
Pandemic Influenza
No-year Pandemic Influenza.............ccoovevvenncnncnns - 40.000 - 210.000 - 170.000
Cybersecurity 123 50.515 133 68.093 10 17.578
Office of Security and Strategic Information 32 7.419 37 8.496 5 1.077
Total INCreases........coovevvvieerrericeneeesreee s 761  1,485.078 996  2,259.977 235 774.899
Decreases:
Assistant Secretary for Preparedness and Response
Medical RESErVe COrPS.........coeirvririerinieieirinieeesesieesesienens 6 5.959 6 3.900 - (2.059)
Pandemic Influenza -
Annual Pandemic Influenza.............ccccooiviininiininiinnn, - 72.000 - 40.000 - (32.000)
Total Decreases 6 77.959 6 43.900 - (34.059)
Net Change..........coooveiieiieiseeeeese 235 740.840
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BUDGET AUTHORITY BY ACTIVITY
(Dollars in Millions)

FY20T | FVZ0I8 | o
y Final Annualized CR
Budget
Bioterrorism and Emergency Preparedness 1,457.607 1,451.037 2,053.877
Pandemic Influenza 56.831 112.000 250.000
Total Budget Authority 1,514.438 1,563.037 2,303.877
FTE 743 772 1,007
AUTHORIZING LEGISLATION
(Dollars in Millions)
FY 2018 FY 2019
Details F\I(:iiglﬂ Annualized President's
CR Budget
Pandemic and All-Hazards Preparedness
Reauthorization Act 2013 (PAHPRA) 1514.438 1,563.037 2,303,817
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APPROPRIATIONS HISTORY
(Dollars in Millions)

. B_udget House Senate -
Details Estimate to Allowance Allowance Appropriation
Congress
FY 2010
Appropriation 2,678.569 2,100.659 2,621.154 3,770.694
Supplemental Appropriation (PL 111-212) 220.000
Recission (PL 111-226) (6.630)
Subtotal 2678.569 2100.659 2621.154 3,984.064
FY 2011
Appropriation 1,041.694 1,050.795 674.828
Supplemental Appropriation (ARRA) 50.000 50.000 50.000
Subtotal 1,041.694 50.000 1,100.795 724.828
FY 2012
Appropriation 595.023 543.114 574.452 596.452
Recission (PL 111-226) (1.076)
Subtotal 595.023 543.114 574.452 595.376
FY 2013
Appropriation 642.262 584.205
Transfer to CDC (1.919)
Transfer to OMHA (0.629)
Supplemental Appropriation 800.000 800.000 800.000 800.000
Transfer to ACF - SSBG (500.000)
Transfer to ACF - Head Start (100.000)
Transfer to OIG (5.000)
Transfer to OGA (0.250)
Sequester (38.343)
Subtotal 1,442.262 800.000 800.000 738.064
FY 2014
Appropriation 1,289.531 1,304.400 1,243.430
Subtotal 1,289.531 - 1,304.400 1,243.430
FY 2015
Appropriation 1,389.813 1,233.069
Supplemental Appropriation 733.000
Subtotal - - 1,389.813 1,966.069
FY 2016
Appropriation 1,909.981 1,532.958
Supplemental Appropriation (PL 114-223) 387.000
Transfer to CMS (75.000)
Transfer to HRSA (66.000)
Transfer to OIG (0.500)
Transfer to GAO (0.500)
Subtotal 1,909.981 - - 1,777.958
FY 2017
Appropriation 1,431.117 1,631.258 1,517.958 1,532.958
Transfer to ACF (3.520)
Subtotal 1,431.117 1,631.258 1,517.958 1,529.438
FY 2018
Appropriation 1,662.616 | 1,739.258| 1,552.958 |
FY 2019
Estimated Appropriation | | | 2,303.877
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APPROPRIATIONS NOT AUTHORIZED BY LAW
(Dollars in Millions)

Program Last Y_ear.of Authorization ApE;Zf:;z;'fg: n Appropriations
Authorization Level o in FY 2018
Authorization

ASPR
Preparedness and Emergency Operations N/A N/A N/A 24.487
National Disaster Medical System FY 2018 52.700 49.565 49.565
Medical Reserve Corps FY 2018 11.200 5.959 5.959
Hospital Preparedness Program FY 2018 374.700 252.826 252.826
BARDA FY 2018 415.000 508.225 508.225
Project BioShield FY 2018 2,800.000 506.537 506.537
Strategic National Stockpile FY 2018 533.800 571.095 571.095
Office of Policy and Planning N/A N/A N/A 14.776
Operations N/A N/A N/A 30.728
Pandemic Influenza N/A N/A N/A 108.018

OGA Pandemic Influenza N/A N/A N/A 3.982

Cybersecurity N/A N/A N/A 50.515

Office of Security and Strategic Information N/A N/A N/A 7.419
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OFFICE OF THE ASSISTANT SECRETARY FOR PREPAREDNESS AND RESPONSE
SUMMARY OF REQUEST

Budget Summary
(Dollars in Millions)

ASPR FY 2017 FY 2018 FY 2019
Final Annualized President’s +/- FY_ 2018
CR Budget Annualized CR
Program Level 1,467.241 1,501.121 2,223.279 +722.158
Budget Authority (non-add) 1,452.241 1,501.121 2,223.279 +722.158
Other sources (non-add) /2 15.000 - - -
FTE 612 612 832 +220

1/ Totals include ASPR’s portion of pandemic influenza funding.

2/ Reflects funding provided from the Public Health and Social Services Emergency Fund’s unobligated
pandemic influenza supplemental balances.

3/ The FY 2017 Final and FY 2018 Annualized CR BA amounts do not include a comparative adjustment for the
Strategic National Stockpile.

The Fiscal Year (FY) 2019 Budget Request for the Office of the Assistant Secretary for Preparedness and
Response (ASPR) is $2,223,279,000. The request is an increase of $722,158,000 above the FY 2018
Annualized Continuing Resolution (CR) level; the ASPR CR level does not include funding for the
Strategic National Stockpile.

ASPR leads our nation’s progress in public health emergency response. Hurricane Katrina exposed major
gaps in emergency management and response. Congress statutorily established ASPR after Hurricane
Katrina, and addressing those weaknesses has been one of the most important parts of ASPR’s mission.
America has made great strides in public health emergency management since 9/11 and Hurricane
Katrina. Since its establishment, ASPR has led that progress. ASPR and its Federal, state, and local
partners have built a nimble, flexible infrastructure that allows the nation to respond to all hazards.
Through the Office of Emergency Management (OEM) and the Hospital Preparedness Program (HPP),
ASPR modernized the federal public health and medical emergency management infrastructure and
strengthened states’ and local communities’ disaster response and recovery posture. In addition, through
the Office of Policy and Planning (OPP), ASPR leads policy development, collaboration, and research on
MCMs, public health emergency management, response, and recovery throughout the nation and around
the world. Through the office of Biomedical Advanced Research and Development Authority (BARDA),
countermeasures are developed against chemical, biological, radiological, and nuclear threats as well as
pandemic influenza and emerging infectious diseases that pose threats to American’s health and security.
BARDA, in partnership with industry, has built a robust and formidable pipeline for advanced research
and development of medical countermeasures. These efforts focus on combatting the medical
consequences of 13 chemical, biological, radiological and nuclear threats identified by the Department of
Homeland Security (DHS). These advanced development programs have supported 27 products under
Project BioShield; 14 of these products have been procured for the Strategic National Stockpile.

Additionally, ASPR continues to dedicate efforts and resources towards the Ebola and Zika viruses. For
FY 2019, ASPR’s work will continue towards development and procurement of Ebola vaccines and
therapeutics, next-generation anthrax vaccines, and procurements of new antibacterial drugs, chemical
agent medical countermeasures, a new product to temporize burn injury, and a new radiation medical
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countermeasure. Funding will also support new intravenous formulations of currently stockpiled
smallpox antiviral drugs for use in special populations, or for those who are severely ill. Project
BioShield funds support both late-stage development activities and initial procurement of the product.
Late-stage activities include Phase 3 clinical studies; pivotal non-clinical studies; and validation of the
manufacturing process, all costly activities.

ASPR will continue its efforts to provide technical assistance to local, state, regional, tribal, territorial,
and federal staff, health care associations, and other stakeholders, including surge assistance and
resources during and after incidents through the Technical Resources Assistance Center and Information
Exchange (TRACIE). In response to recent activations of the Emergency Prescription Assistance
Program (EPAP), TRACIE developed Fact Sheets on the use of EPAP. In response to the Orlando
nightclub shooting, TRACIE developed a resource guide for Florida and Orlando that included Post-Mass
Shooting program and resource offerings for public health and health care needs of the community. This
resource guide was also used following the Oakland Warehouse Fire and was formally published as the
Disaster Behavioral Health Resources at Your Fingertips.

ASPR’s HHS emPOWER Program, developed in partnership with the Centers for Medicare & Medicaid
Services, provides de-identified near real-time data and mapping products, including the HHS emPOWER
Map, to enhance state, local and community based awareness of 3.8 million Medicare beneficiaries that
may be adversely impacted by a public health emergency due to their dependence on electricity-
dependent medical devices and healthcare services. More than 45,000 organizations (including healthcare,
first responders, and utilities) have used these tools to advance their ability to anticipate, plan for, and
respond to, the needs of these at-risk populations during disasters. ASPR is also collaborating with CMS
and states to explore opportunities to develop similar Medicaid and CHIP data and mapping capabilities.

ASPR also will continue to prepare for, and provide safe and successful care of patients with, Ebola
through the National Ebola Training and Education Center (NETEC), a collaborative effort with CDC.
The NETEC offers expertise, training, technical assistance, peer review, and monitoring. Since its
inception, the NETEC has significantly impacted and improved the overall preparedness and response
capabilities for a future Ebola or other incidents involving special pathogens. The NETEC has engaged
and educated stakeholders through a non-punitive, non-regulatory, and non-accreditation approach that
has promoted grassroots relationship-building and fostered ongoing best practice sharing across a diverse
range of experts from the public and private sectors.

ASPR’s goal for FY 2019 is to maintain preparedness and achieve new successes in public health
emergency management. The FY 2019 budget proposes a funding increase for pandemic influenza, which
will contribute significantly to advances in public health emergency management.

Increases above the FY 2018 Annualized Continuing Resolution level:

« Pandemic Influenza: The budget requests $245,991,000, which is $137,973,000 above the FY 2018
Annualized Continuing Resolution level. Funds are needed to sustain critical domestic influenza
vaccine manufacturing infrastructure, ensure that influenza vaccines and therapeutics can be produced
to deploy an effective pandemic response, and maintain overall domestic pandemic readiness. The
medical countermeasures budget will support activities to maintain the significant pandemic
preparedness and response capabilities that have been developed over the last decade to achieve
program goals, while also supporting technologies to improve, and ultimately transform, our approach
to pandemic readiness and response. Of the total for medical countermeasures, $35,991,000 is annual
funding and $210,000,000 is no-year funding to address preparedness sustainment costs, and continue
the advanced research and development of improved vaccines, immunotherapeutics, and rapid
diagnostics. The total request includes $3 million in annual funding for international policy and
diplomacy programs.
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Biomedical Advanced Research and Development Authority (BARDA): The budget request for
Advanced Research and Development is $511,700,000, which is $3,475,000 above the FY 2018
Annualized Continuing Resolution level. The Request supports the advanced development of the
highest priority MCMs against all 13 threats identified by DHS and prioritized in the PHEMCE
Strategy and Implementation Plan (2017).

Project BioShield: The budget request for Project BioShield is $510,000,000, which is $3,463,000
above the FY 2018 Annualized Continuing Resolution level. This funding level will ensure
continued development and procurement of Ebola vaccines and therapeutics, next-generation anthrax
vaccines, and new procurements of new antibacterial drugs, chemical agent medical countermeasures,
a new product to temporize burn injury, and a new radiation medical countermeasure. It will also
support new intravenous formulations of currently stockpiled smallpox antiviral drugs for use in
special populations or for those who are severely ill.

Preparedness and Emergency Operations (PEO): The budget requests $26,596,000 for PEO, which is
$2,109,000 above the FY 2018 Annualized Continuing Resolution level. This funding ensures state
and local entities can prepare and plan for, respond to, and recover from, public health and medical
incidents. In this request, $1,989,000 will fund a Whole of Government/Community Exercise
Program (with private partner participation) to conduct a multi-jurisdictional exercise program that
examines the local, state, and federal response to biological incidents. Also within the total,
$5,000,000 in three-year funding will be provided for National Special Security Events (NSSE), to
prepare for, and respond to, NSSEs, public health emergencies, and other events that are not eligible
for assistance under the Stafford Act.

National Disaster Medical System (NDMS): The budget requests $49,809,000 for NDMS, which is
$244,000 above the FY 2018 Annualized Continuing Resolution level. The request supports
continued NDMS operations, logistics support, and regional emergency coordination, to prepare for,
and respond to, public health emergencies and disasters. Funding will be utilized for medical
response assets, including training for NDMS teams, and modernized equipment sets.

Operations; Policy and Planning: The budget requests $45,728,000 for these two programs, which is
$224,000 above the FY 2018 Annualized Continuing Resolution level. Among other public health
functions, funding for these programs supports continued development of ASPR’s performance
measurement, quality improvement, enterprise risk management, strategic human capital management
initiatives; and development of strategic direction for public health and healthcare emergency
preparedness and response.

Strategic National Stockpile (SNS): The budget requests $575,000,000 for the SNS. In FY 2019, the
Strategic National Stockpile will be transferred to ASPR. Putting the SNS under ASPR will increase
operational effectiveness and efficiencies, and strengthen integration with ASPR’s existing MCM
program, which will streamline MCM development and medical response capabilities. In sum, the
move is designed to improve the domestic preparedness posture by optimizing MCM development,
response, and utilization, while also strengthening response capabilities to health security threats.

Hospital Preparedness Program (HPP): The budget requests $254,555,000 for the HPP, which is
$1,729,000 above the FY 2018 Annualized Continuing Resolution level. Within the total,
$228,500,000 will be provided for HPP cooperative agreements to states, territories and
freely-associated states, the District of Columbia, and three high risk political subdivisions. The

FY 2019 budget proposal ensures that health care preparedness and response remains a nationwide
focus and that all areas of the U.S. will have a base of preparedness should a disaster strike. The
remaining funds support HPP cooperative agreement administration and performance evaluation and
oversight, as well as other programs at ASPR that directly support the mission of HPP, including the
Technical Resources Assistance Center and Information Exchange (TRACIE), the Emergency Care
Coordination Center (ECCC), the Division of Recovery, and Critical Infrastructure Protection (CIP).
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Decreases below the FY 2018 Annualized Continuing Resolution level:

Medical Reserve Corps (MRC): The budget requests $3,900,000 for MRC, which is $2,059,000
below the FY 2018 Annualized Continuing Resolution level. This funding will provide overarching
support, regional coordination, and technical assistance to MRC unit leaders, to guide the
development of the units. Funding will also identify the key missions and/or functional areas most
often supported by MRC units (i.e., shelter support, mass vaccination, medical countermeasure
dispensing), and develop a system to track, monitor, and assess units’ ability to support such missions
and the extent to which they can assist.
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PREPAREDNESS AND EMERGENCY OPERATIONS

Budget Summary
(Dollars in Millions)

ASPR FY 2017 FY 2018 FY 2019
Final Annualized President’s +/- FY 2018
CR Budget Annualized CR
Budget Authority 24.596 24.487 26.596 +2.109
National Special Security
Events/Public Health 4.988 4.966 5.000 +.034
Emergencies (non-add)
FTE 86 86 86 --
Authorizing Legislation:
AULhOTIZatioN .....cvveee i, Public Health Service Act, Sec. 2811 42 U.S.C. 300hh-10
AULNOTIZATION STATUS......covviiiieiie ittt ettt et e e e s b e e e s bt e e s st e s s ba e s sabesesbaeesbbessabasesabessrras Indefinite
AOCALION MEENOU ......eeeeeee ettt e s ee e s reeeeeaa Direct Federal/Intramural, Contracts

Program Description and Accomplishments

ASPR strives to respond to events/incidents, and to expedite recovery from such events/incidents through
the promotion of resilient communities -- by preparing the Nation to withstand public health and medical
emergencies. ASPR maintains situational awareness by monitoring national and international public
health, healthcare and medical threats, and/or emergency response events. When ASPR responds to
emergencies, the organization deploys resources (subject matter experts, medical personnel) and
supporting logistics (medical caches and lifesaving supplies & equipment) to disaster areas. During times
of relatively minor response activities, or “peacetime,” ASPR works to enhance its internal preparedness
and capabilities through training, exercises, and coordination with federal, state, local, territorial, and
tribal partners. Such peacetime activities include working with these partners through direct and open
communication. As a result, ASPR’s partners and other stakeholders continue to improve in operational
planning and procedures, by conducting exercises to evaluate their programs and by collaborating within
a broad health services network. This work saves lives before, during, and after disasters.

ASPR has a vital role in fulfilling HHS’s responsibilities for responding to, recovering from, and
mitigating the lasting impacts of, public health and medical emergencies. HHS is the coordinator and
primary Federal agency responsible for Public Health and Medical Emergency Support Function No. 8
(ESF 8) of the National Response Framework (NRF) and the Health and Social Services Recovery
Support Function of the National Disaster Recovery Framework. ASPR serves as the Lead Federal
Agency when designated by the Secretary in coordinating the federal and medical response to public
health emergencies. ASPR also supports ESF 6 of the NRF in the delivery of Federal mass care,
emergency assistance, housing, and human services when local, tribal, and State response and recovery
needs exceed their capabilities. ASPR supports HHS medical workers by provisioning medical supplies
and services, including medical durable equipment, and coordinating emergency medical care in shelters,
as needed at the request of affected State(s). Through these functional designations, ASPR provides
critical emergency management leadership and support for all major public health and medical
events/incidents on behalf of the Federal Government.

To support its integrated programs and initiatives, ASPR’s Office of Emergency Management (OEM)
developed a comprehensive Emergency Management program that covers the full spectrum of emergency
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management responsibilities. OEM’s programs work together to advance state and local health care
system preparedness and emergency response capabilities, in order to maintain resilience in the face of
disasters. OEM’s programs are integral to ensuring state and local entities can prepare and plan for,
respond to, and recover from, public health and medical incidents. OEM is comprised of ten divisions
that work together to assist communities in building and maintaining resilience in the face of disasters.
The divisions are:

1. Planning — coordinates the Department’s all-hazards operational planning in coordination with
federal partners to support the ASPR’s mission in leading the Federal ESF 8 response.

2. Regional and International Coordination — provides critical collaboration and timely coordination
before, during, and after, national and global public health incidents.

3. Resilience and Infrastructure Coordination — leads Continuity of Operations planning within
ASPR and HHS, and manages the Critical Infrastructure Protection program of the healthcare and
public health sector.

4. National Healthcare Preparedness Program — provides leadership, guidance, and funding through
grants and cooperative agreements to states, territories, and eligible municipalities to improve
resilience and surge capacity of the healthcare system.

5. Fusion — captures, analyzes, and interprets information before, during, and after an emergency, in
order to ensure that decision-makers receive timely and updated situational analysis and
information.

6. Operations — leads incident management for the ASPR by overseeing deployments and exercises,
and by providing informed situational awareness and information management for the
Department for all emergencies and events through the Secretary’s Operation Center.

7. Logistics — provides strategic and operational resource management, mutual aid and logistical
preparedness, planning and support of public health and medical responses through the
preparation, sustainment, and deployment of trained staff, equipment and other response
resources.

8. National Disaster Medical System (NDMS) — augments the nation's medical response capability
through the deployment of intermittent federal employees, organized in medical, mortuary, and
veterinary teams.

9. Recovery — leads the coordination of federal health and social services efforts to support
communities' recovery from emergencies and disasters.

10. Tactical Programs — coordinates and provides medical and health-related subject and operational
expertise.

ASPR has led and supported HHS’s efforts to respond to, mitigate, and recover from, the lasting impacts
of public health and medical emergencies over the past ten years. For example, OEM supported
responses to Hurricanes Katrina, Rita, and Wilma in 2005; lke and Gustav in 2007; Sandy in 2012; and
Harvey, Irma, and Maria in 2017. ASPR also responded to the earthquake in Haiti in 2009 and the
Deepwater Horizon oil spill in 2010. In FY 2016 and FY 2017, OEM was the lead federal agency for the
Flint Water Contamination Crisis; coordinated assets for the major flooding in Louisiana and Texas;
established a Unified Coordination Group in Puerto Rico for Zika Virus response; and provided key
information to North Carolina during Hurricane Matthew. In addition, OEM supports a number of
planned annual events including: the President’s State of the Union Address; the Peace Officer’s
Memorial, Independence Day celebrations in Washington, D.C.; as well as Democratic and Republican
National Conventions, Presidential Inaugurations, and Presidential addresses to Congress. Most recently,
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as noted above, OEM provided response and recovery support to communities impacted by hurricanes
Harvey, Irma, and Maria. Over 4,800 National Disaster Medical System (NDMS) personnel, Public
Health Service, Veterans Affairs, and ASPR staff deployed to support HHS’s response to those
hurricanes. ASPR deployed 944 tons of equipment and logistics, and had over 36,000 patient encounters
over all three incidents. For each response, OEM coordinates all Federal assets and capabilities specific
to the health and medical components of emergency management to leverage all available resources, and
to ensure the federal government addresses requests from state and local partners in a timely and
appropriate fashion.

OEM has supported a number of other important incidents with public health and medical implications.
In 2014, OEM assisted the Administration for Children and Families (ACF) to ensure it was able to meet
its responsibilities to provide for the health and medical needs of children and families coming to the
United States across the southern border. ACF’s previously established capabilities were not sufficient to
build the needed incident management coordination structure to meet the record breaking number of
immigrant children entering into the United States. OEM, with ACF/Office of Refugee Resettlement
(ORR), engaged with the Department of Homeland Security (DHS) Federal Emergency Management
Agency (FEMA) to coordinate the response to the life-threatening crisis. The command and control
structure for this emergency included DHS Customs and Border Protection (CBP), the Centers for
Disease Control and Prevention (CDC), the Substance Abuse and Mental Health Services Administration
(SAMHSA), and the Department of Defense. It was operated out of the FEMA Headquarters, as directed
by the President, but included HHS as a lead agency in the Unified Command Group which oversaw the
response. OEM provided subject matter experts to FEMA Headquarters and provided liaison support to
ACF with OEM staff. Additionally, OEM supported oversight and the actual implementation of medical
care to the children through activation of the NDMS and U.S. Public Health Service (USPHS)
Commissioned Corps and its officers. These critical assets provided health screening for an influx of
unaccompanied children crossing the U.S. border. OEM and NDMS personnel augmented CBP’s and
ACF/ORR’s efforts and provided senior HHS leaders and other government officials with up-to-date
information.

ASPR has also engaged in both the Zika and Ebola outbreaks, where it played critical roles in compiling
and providing daily information to the White House on behalf of the federal government response during
the emerging and sustained crisis, highlighting interagency and state and local collaboration. ASPR also
deployed NDMS staff to work in CDC’s Operations Center as subject matter experts during the Ebola
response. Additionally, ASPR coordinated and facilitated direct support to the U.S. Agency for
International Development (USAID) Mission and to USPHS officers deployed to Africa during the Ebola
response. ASPR’s NDMS personnel developed safety guidelines for the USPHS mission in West Africa,
and determined specific training requirements related to the Ebola outbreak. OEM’s Division of Planning
collaborated with federal partners to develop a US Government Ebola Virus Disease Plan for a national
framework of federal partner response roles and responsibilities, and continues to support the regional and
health care system review of domestic Ebola preparedness and response plans. These plans outline how
the federal government, states, and health care systems will continue to respond to Ebola domestically. In
addition, ASPR produced a Senior Leadership Brief for leaders across the entire federal government,
providing twice-daily critical information to the National Security Council, as well as directly to the
President. OEM supports hospitals and health care coalitions through the National Hospital Preparedness
Program, and provided support to the nation’s health care infrastructure through the Critical Infrastructure
Program. OEM has moved quickly to award grants totaling nearly $200 million to enhance the medical
capability of the national health care footprint to prepare for outbreaks such as Ebola. OEM sponsored,
coordinated, and oversaw the development of the Report of the Independent Panel on the U.S.
Department of Health and Human Services (HHS) Ebola Response
http://www.phe.gov/Preparedness/responders/ebola/EbolaResponseReport/Pages/default.aspx, for the
HHS Secretary and the White House. The report was also given wide distribution to public health and

31


http://www.phe.gov/Preparedness/responders/ebola/EbolaResponseReport/Pages/default.aspx

Public Health and Social Services Emergency Fund

medical professionals. The development of the report included research into public and internal
documents; interviews with hundreds of individuals inside and outside of government; careful
deliberations; and extensive review of the findings and recommendations with government officials and
other stakeholders. OEM also developed the Ebola Lessons Learned Review Internal Report &
Improvement Plan which describes the challenges HHS faced during its domestic and international
responses to West Africa Ebola outbreak. The plan also outlines key priorities and improvement actions
to enhance HHS’s ability to effectively prepare for, prevent, and respond to, future urgent public health
threats.

To better serve stakeholders and strengthen disaster preparedness and response, OEM has developed a
strategic plan that establishes organizational priorities through FY 2020. Using its Strategic Plan as a
guide, OEM is:

« Promoting the development of a strong, well-trained workforce, ready to provide an effective
response to disasters and emergencies;

« Helping the public understand how they can care for themselves during an emergency;
« Ensuring resources are invested where they are most needed; and

« Improving communications among all sectors, from government emergency response to private-
sector and community-based organizations.

Preventing and Mitigating the Adverse Health Effects of Disasters and other Emergencies

To support nimble, flexible, adaptable, coordinated, and consolidated responses to public health and
medical events/incidents, OEM supports the development of deliberate, and crisis action, plans.
Deliberate operational planning is a highly structured process that engages managers and staff among the
various Federal agencies in a methodical development of a fully coordinated, multi-faceted plan for all
contingencies and the transition to and from active events. In contrast, crisis action planning is based on
current events, and is conducted in time-sensitive situations and emergencies. These plans provide for the
coordination of federal public health, health care delivery, and emergency response systems to minimize
and/or prevent health emergencies from occurring. In both deliberate and crisis action planning, OEM’s
Division of Planning provides senior-level decision makers with recommended courses of action to
support HHS’s mission. All of ASPR’s plans provide a solid foundation that, when needed, eases the
transition to national-level responses during public health emergencies. Plans ensure that the ASPR, as
the Secretary’s lead for coordinating HHS’s response, has the systems, response infrastructure, and
logistical support, necessary to coordinate the HHS operational response to catastrophic incidents, acts of
terrorism, or any public health and medical threat or emergency that requires federal augmentation.

The responsibilities of OEM’s Division of Planning are expanding to include more preparedness
functions, including development of the Threat and Hazard Identification and Risk Assessment (THIRA).
Completion of ASPR’s first THIRA is a significant accomplishment and will better align resources to
need. The THIRA assessed the vulnerability of people, property, the environment, and OEM’s
operations, from potential threats and hazards, including natural and man-made disasters. The results of
the THIRA found that there would be significant requirements of OEM’s assets, including ESF 8
response assets and preparedness functions, for the highest threats, i.e., hurricanes, emerging infectious
diseases outbreaks, and human pandemic. The THIRA enables OEM to understand the exact requirements
for each of these potential hazards and to plan accordingly. OEM is incorporating results from the
THIRA, as well as consideration of state, local, and territorial capabilities (obtained through state and
regional collaborations), to ensure new threats and risks are addressed going forward. Considerations
have already been incorporated into OEM’s incident command structure as well as preparedness
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initiatives at the state and local level through regional partners. The THIRA also determined the logistical
response resources required to support state, local, tribal, and territorial (SLTT) entities during
catastrophic events, as well as moderate events. The results validated the need for ASPR to continue to
stockpile critical material at current levels and to maintain such stockpiles at a high state of readiness, in
order to facilitate patient care by the NDMS and other Public Health and Medical response teams.

The Division of Planning also manages the ESF 8 Coordination Group that supports the ASPR in
coordinating with relevant Federal officials to ensure integration and development of Federal
preparedness and response activities for public health emergencies [see: 42 U.S.C. 88§ 300hh-
10(b)(4)(A)]. The ESF 8 Coordination Group serves as a forum for federal partners to support the core
functions of the National Response Framework (NRF) in the context of preparing for a disaster.

The Division of Planning provides the primary support to the ASPR’s EMAP. Through EMAP standards,
the Division is ensuring that ASPR meets the credible standards of a national independent non-profit
organization that fosters excellence and accountability in emergency management, verified through a peer
review process. To comply with these standards, the Division of Planning is updating the All-Hazard
Emergency Operations Plan as the Department’s support plan for the NRF and the Federal Interagency
Operations Plan. Scenario-specific annexes to this plan, such pandemic influenza, hurricane, earthquake,
anthrax, and improvised nuclear device planning, describe how HHS will coordinate and conduct
activities at the national level as the lead agency in the federal public health and medical response to
particular types of incidents. These annexes address HHS’s capabilities, essential tasks, and resources, by
the phase of response. They also specify requirements for ESF 8 for HHS and other federal partners who
support HHS in carrying out its response mission.

OEM’s Division of Planning also collaborates with federal partners in the development of interagency
plans. The Planning Division coordinates the HHS input to the Strategic National Risk Assessment,
National Response Framework, ESF 8 Annex, and Federal Interagency Operations Plan. The Planning
Division also co-led, with FEMA, the development of the Biological Incident Annex, and participated in
the development of the Power Outage Incident Annex, Food and Agriculture Incident Annex, Nuclear
Radiation Incident Annex, and Federal Evacuation Incident Annex. In addition to these plans for
catastrophic incidents, the Planning Division supports a number of crisis events by developing National
Support Plans for consequence management and Crisis Action Plans for Ebola, Zika, H7N9, and MERS-
CoV.

OEM efforts also ensure that, in a disaster, business support functions continue to provide critical services
that protect and save lives. In accordance with federal and presidential directives, OEM’s Division of
Resilience and Infrastructure Coordination ensures the continuation of HHS’s essential functions during
all hazards. The Department’s Continuity of Operations (COOP) and Continuity of Government (COG)
programs serve the Office of the Secretary (OS) and other HHS staff and operating divisions with an
overall goal of building and managing unified HHS COOP and COG programs. Similarly, OEM handles
the day-to-day operations and implementation of the OS Continuity Program, including maintenance of a
continuity facility in a state of constant readiness. OEM also drafts and refines the required overarching
policy and planning documents to scope and define the HHS unified COOP and COG Programs.

Annually, OEM integrates the COOP programs of separate HHS components into an overarching HHS
COOP Program. Most recently, in FY 2016 and 2017, this integration continued and allowed HHS to
implement a comprehensive continuity program while eliminating redundancies, creating efficiencies in
information sharing and situational awareness, and addressing gaps in a cost-effective manner. OEM also
has the primary responsibility for HHS’s implementation of several key policy directives, primarily
Presidential Policy Directive (PPD) 40 (signed in July 2016), Federal Continuity Directive (FCD) 1
(signed in January 2017) and White House Office of Science and Technology Policy/Office of
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Management and Budget (OSTP/OMB) Directive D-16-1 (signed in December 2016). PPD-40, referred
to as the National Continuity Policy, and FCD-1 provide guidance to all executive branch agencies to
ensure comprehensive and integrated national continuity programs, enhancing the integrity of the Nation's
national security posture and enabling a more rapid and effective response to, and recovery from, a
catastrophic emergency. D-16-1 establishes the minimum continuity communications requirement for all
executive branch agencies. ASPR serves as the HHS lead for building and implementing the HHS
continuity program and for ensuring that all communication capabilities which HHS must possess at
headquarters and alternate locations are available and functional, in support of continuity of operations
activities. OEM also increased HHS’s emergency communications capabilities, including the
management and implementation of Government Emergency Telecommunications Service and Wireless
Priority Service for continuity personnel, procurement and installation of high-frequency and in-transit
communications, and a nearly tenfold increase in bandwidth capacity at the HHS COOP site. These
capabilities allow HHS to develop and maintain a strong, redundant communications capability to ensure
its communications ability during emergencies (including if/when relocation to an alternate site may be
necessary), while reducing costs.

Similarly, and on an annual basis, OEM develops and facilitates several continuity-focused testing,
training, and exercise events to strengthen and assess the HHS COOP program. Most recently in May
2016 and June 2017, OEM participated in the White House’s annual continuity exercise and interagency
evaluation. OEM hosted a tabletop exercise, which included the HHS Secretary, for HHS principals and
other senior leadership that focused on reviewing initial decisions before and after an earthquake
impacting HHS headquarters location, and that verified the expectations of the Secretary for Operating
and Staff Division leadership following an incident impacting HHS headquarters locations. Likewise,
OEM continued its work with other parts of HHS on policy and plan development, continuity facility
managements, training and exercises, and efforts to improve devolution and reconstitution capabilities for
the Department.

Leading Public Health and Medical Emergency Response Operations

Early detection is critical to mitigating events that have the potential to significantly impact public health.
OEM supports the surveillance of emerging threats and critical incidents, nationally and internationally,
24 hours a day, seven days a week, to ensure HHS is fully prepared to activate its lead role for ESF 8 and
its support role for ESF 6. The Division of Operations manages the Secretary’s Operation Center (SOC),
and monitors information from federal, state, local, territorial, tribal, private-sector, non-profit, and
international partners, in order to identify potential or emerging threats to public health. For analysis of
trends and data, staff leverage expertise within OEM’s Division of Fusion to build reports informing
decision-makers about potential events. Both the Divisions of Fusion and Operations monitor media
reports, various official information systems, and other information streams, in order to be well-informed
about potential or evolving threats and developing situations.

To implement this operational mission effectively, the OEM Divisions of Operations and Fusion work
together to ensure clear, timely, reliable, valid, and comprehensive information and analysis is submitted
to the ASPR, other HHS leaders, and partner agencies. OEM operations personnel strengthen
relationships with other programs, offices, and private-sector partners by including them as soon as
emergencies occur. They also support open communication exchange to maintain situational awareness
before, during, and after an incident. Ongoing information exchanges and communication help maintain
a comprehensive common operating platform and decision support system for the Secretary and the
ASPR. Both divisions are critical to the successful delivery of services for the HHS lead role in ESF 8
and its support role for ESF 6 missions when disasters of significance occur.
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The Division of Fusion analyzes and visualizes data, integrates information from multiple internal and
external sources, and performs near-real time analysis using tools including the Geographic Information
System (GIS)-based GeoHEALTH Platform, Fusion Analytics, Community Analyst, and social media
analytics. These tools allow the Division to monitor emerging threats with potential public health and
medical impacts, as well as the status of healthcare infrastructure and system resources and potential
population impacts. This analysis provides decision-makers with the resources they need to make
informed decisions during public health emergencies. This transformation of data into actionable
situation awareness leads to more-targeted and rapid responses, and helps OEM better tailor resource
needs to events.

Recent examples of how Fusion provides this kind of situational awareness are reflected in the products
produced during the 2017 Presidential Inauguration. The GeoHEALTH Platform was used to integrate
data from multiple Federal agencies, including the US Secret Service and Department of Homeland
Security, with ASPR data on medical personnel and resource locations. GeoHEALTH was used to create
and share several mapping products for this event, some of which were live maps that were used in real
time for decision making as events unfolded.

Fusion tools and capabilities were used extensively in support of the back-to-back major hurricanes in
2017. There were over 1,000 Fusion products developed for Hurricanes Harvey, Irma and Maria alone,
including maps of hurricane path/winds/flooding overlaid with healthcare infrastructure and data on
vulnerable populations, the status of hospitals, nursing homes, dialysis centers, and pharmacies, power
outage, shelter location/capacity, and deployed personnel and resources. Fusion Analytics was used for
dashboard display of patient encounter information as recorded by electronic medical record (EMR) kits
used at several ASPR-staffed field medical stations. Fusion's daily social media reports captured data
about main themes of conversation regarding the hurricanes, specific information on hospitals, injuries,
illness and shelters and any other information relevant to ASPR’s public health and medical mission.
Between the time that Hurricanes Harvey and Maria hit, an additional 200+ Fusion products were created
in support of minor hurricanes Nate and Jose, the Northern CA wildfires and the United Nations General
Assembly. Fusion products for these events were used to brief the President, Congress, HHS and ASPR
senior leadership, the Governor of Puerto Rico and many other senior Federal and State health and
emergency management officials.

As with recent past disasters, Fusion collaborated extensively to share data with Federal, state and local
partners. The Fusion team worked with CDC’s Center for Surveillance, Epidemiology, and Laboratory
Services, in order to share de-identified EMR data captured by ASPR’s NDMS Disaster Medical
Assistance Teams (DMAT) to CDC’s BioSense Platform. Through the BioSense Platform, this data was
shared directly with public health departments in Texas and Florida, and resulted in numerous follow up
conversations with state health department regarding potential public health concerns. Additionally,
Fusion shared static maps and dynamic GIS data layers depicting healthcare infrastructure status with
Federal, state and local partners. Due to operational challenges and lack of connectivity faced in the
aftermath of Hurricane Maria, the Fusion team developed a Chief Medical Officer (CMO) Report to
ensure full situational awareness of patient encounters as well as patient encounter trends. Initially this
report focused only on HHS sites in Puerto Rico and the U.S. Virgin Islands; it was expanded to include
all ESF 8 (DoD, VA) patient encounter sites in Puerto Rico and the US Virgin Islands.

Fusion continues to enhance its products that provide key demographic information for communities
impacted by disasters through its GIS-based Community Analyst tool. Data from this tool is provided to
relevant stakeholders to inform situational awareness about the community profile, particularly indicators
of community vulnerability. Enhancements this year include a simplified demographic “infographic.”
This one-page infographic was used during Hurricane Harvey and provided leadership with a quick and
simple picture of demographics of the population impacted by the catastrophic flooding in Texas.
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When an incident that requires federal support is identified, OEM rapidly shifts its focus to response by
providing necessary surge support to state and local partners. All OEM divisions have supporting roles in
a response and work together to address issues, both anticipated and realized. OEM’s assets are nimble,
flexible, and adaptable, in order to ensure that the support provided meets the requirement. This
flexibility enables OEM to support responses to both catastrophic and small-scale public health and
medical incidents at the request of state and local partners.

To support a response, the Operations Division oversees and manages the Incident Response
Coordination Team (IRCT), made up of members of the NDMS, the USPHS and ASPR Regional
Emergency Coordinators (RECs). The IRCT is a rapidly deployable, competent and agile command and
control element within the area of operations that is essential to the success of a response and/or recovery
operation. OEM maintains two IRCTSs that are all scalable in size and function to ensure that the relevant
IRCT meets the needs of a disaster, incident, emergency or event.

OEM also coordinates and provides medical and health-related Chemical, Biological, Radiological,
Nuclear, and Explosives (CBRNE) subject matter and operational expertise across the spectrum of ASPR
preparedness and response. CBRNE subject matter experts recognize, anticipate, and evaluate gaps in the
Nation’s medical and public health response systems. In addition, through cooperative professional
interaction with both internal and external entities, ASPR personnel develop innovative, evidence-based
interventions that strengthen the Nation’s medical and public health emergency response, including
regional medical countermeasure initiatives. During preparedness for, and in response to, a CBRNE
incident, OEM personnel provide leadership, advice, and guidance regarding strategic, technical, and
operational issues; medical and public health impacts; and interventions.

HHS uses National Special Security Event (NSSE) funding to support other events that are not
anticipated, but which require rapid responses and for which FEMA reimbursement is not authorized
under the Stafford Act, such as evolving disasters that have a public health concern. For example, ASPR
used NSSE funding to rapidly deploy mental health support after the Sandy Hook Elementary School
(Connecticut) shootings, the mass shootings in Roseburg, Oregon, and the Boston Marathon bombings (to
support disaster responders). In May 2014, ASPR used NSSE funding to provide public health and
medical support to the unaccompanied children from Central America who crossed the border with
Mexico into the Rio Grande Valley of Texas. NSSE funding was also provided to CDC in 2014 in
advance of passage of an emergency appropriation to respond to and prepare for Ebola.

Implementing and Managing the Preparedness Cycle

To manage preparedness efforts, and ensure readiness to respond and improve future responses, OEM
uses the preparedness cycle of Plan, Train, Exercise, and apply Corrective Actions. The Training,
Exercise and Lessons Learned Division (TELL) implements and manages this preparedness cycle within
ASPR. Taking direction from the Plans Division and the published Threat and Hazard Identification and
Risk Assessment (THIRA), TELL conducts training needs assessments, reviews metrics to determine
which capabilities need to be exercised and conducts root cause analysis and verification of lessons
learned for incorporation into plans, concepts of operation, and standard operating procedures. Through
this process TELL synchronizes preparedness efforts for HHS/ASPR/OEM to ensure focus and
continuity.

In FY 2016, ASPR convened the first ESF 8 Senior Leader advisory council to identify and coordinate all
related public health and medical assets and issues prior to an incident. This initiative has enabled ASPR
to have broad coordination with all interagency partners in a centralized format, and to improve
preparedness functions at the federal level. Specifically, agencies that had never participated in the
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preparedness phase for ESF 8 were brought together by OEM to confirm available public health and
medical assets in the event of a large-scale response requiring federal assistance.

Preparing for Future Responses through Training

As a component of the preparedness cycle, TELL serves as the training manager for OEM. The following
are recent examples of TELL training products and services:

« Developed, coordinated, and fostered a working relationship with state, local, federal and private
entities to develop, promote, and deliver effective training relating to response and preparedness
activities. The emphasis has been for the Center for Domestic Preparedness (CDP) in Anniston,
Alabama to provide NDMS teams with hands-on training as well as a National Hospital
Preparedness Program (NHPP) coalition leadership course.

« Provide New Employee Workshops to assist in the onboarding and indoctrination of new hires to
better understand internal resources and organization.

Conduct OEM-wide training needs assessment (meetings held monthly) to identify overall mission
training needs, as well as gaps and agree to comprehensive training schedule to reduce overlap and
duplication.

Preparing for Future Responses through Exercises

As a primary component of the preparedness cycle, exercises serve as the recognized method within the
Federal Government of assessing capabilities, preparedness to respond, and readiness to respond to
identified threats or events. The Exercise Branch within TELL manages the HHS/ASPR/OEM exercise
program. The following are examples of exercises supported by TELL that tested planning assumptions
as well as supporting capabilities:

« Nimble Challenge exercise: Validate the Health and Medical response requirements for a mass
migration situation on the southern border of the United States and a No-notice alert, assembly and
deployment exercise for our Domestic Emergency Support Team.

« The Noble Lifesaver Exercise: Exercised patient evacuation operations.

o The Secretary’s Quarterly Exercise Program is a series of exercises conducted quarterly to evaluate
policies for emergency preparedness response, and readiness issues at the highest leadership level
within HHS. The Program’s objective is to advance the collective understanding of HHS’s
readiness, and illuminate areas which require additional focus. A recent example is the National
Emergency Repatriation Plan exercise that validated the new plan to address this emerging mission.

e Tranquil Terminus Full Scale Exercise: Test and validate the nation’s capability to safely and
securely transport Highly Infectious Disease Patients within the United States. This exercise tested
the advances in capability implemented as corrective actions from the Ebola Virus Disease event
and was by far the largest full scale exercise that HHS has conducted involving 5 regions, 9 states,
and 10 hospitals across the country.

o Gotham Shield Exercise: Tested the nation’s response to an improvised nuclear device detonation
in New York City.

e Gotham Shield Recovery Exercise: Tested the nation’s processes to coordinate and synchronize
recovery efforts following an Improvised Nuclear Device detonation.

o Department of Defense (DOD) Hidden Peril Exercise: Exercise DOD support to HHS during the
response and management of a human pandemic.
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Through these efforts the TELL Exercise Branch is fully executing the HHS preparedness cycle
requirements for exercises.

Preparing for Future Responses through Implementing Lessons Learned

OEM has a formal system to capture lessons learned and track associated corrective actions to strengthen
the health and emergency response systems in place for future events. Following each response, when
appropriate, ASPR meets with its HHS, federal, state and local partners and conducts an After-Action
Review and subsequent report. OEM also conducts staff-level engagements and meetings to identify root
causes and opportunities to improve.

ASPR has captured significant lessons learned from involvement in National Exercises, Trainings and
Responses. The following are Corrective Actions and Lessons Learned from these events:

The broad recognition that tactics, techniques, processes and procedures for responding at the
tactical, operational, and strategic level are not robust and well documented. This resulted in a
renewed effort to create Concept of Operations at all levels to document, and standardize our
actions.

Identified and tracked corrective actions which led to the formalization of various policies and
procedures, including the development and finalization of the Emergency Management Group
(EMG) Concept of Operations (CONOPS), Disaster Medical Assistance Team (DMAT) CONOPS
and the Incident Response Coordination Team (IRCT) CONOPS. Standard Operating Procedures
were created for: Accountability, Logistics, Disaster Leadership Group, Staging, Mobilization and
Demobilization Processing, and National Special Security Events.

Identified and tracked corrective actions which led to the professional development and
standardization of response personnel through an IRCT qualification system.

The corrective actions process is used for training events; the resulting feedback from training
participants and observers led to a standard Program of Instruction format and the development of
an instructor training curriculum. This standardization has improved training, ensuring response
staff is knowledgeable to respond effectively within the HHS framework when deployed.

Updated Training, Exercises, and Lessons Learned (TELL) Corrective Action Program (CAP)
policies and procedures in support of the Emergency Management Program (EMAP) Accreditation
process through the development of a TELL CAP, standard operating procedure, the maintaining of
detailed records for CAP working group meetings, and the implementation of system upgrades
within the CAP Management Tool.

Overall, corrective actions implemented in FY 2017 focused on standardization and documentation,
significantly enhancing OEM preparedness.

Through the Corrective Action Program, ASPR takes a proactive approach in improving future responses
to public health and medical incidents by:

Providing NSSE planners with previous special event corrective actions and outcomes for
consideration into planning efforts.

Publishing a bi-annual CAP Newsletter to highlight significant lessons learned and/or finalized
corrective actions.

Deploying as members of the IRCT to provide in-person evaluation support at 2017 NSSEs such as
the Presidential Inauguration, Presidential Joint Address to Congress, Peace Officers Memorial,
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National Independence Day and the United Nations General Assembly, expanding the lessons
learned data collection from responder only to an outside perspective.

« Tracking and reporting recurring observations to identify gaps in planning, training, and/or

execution.
« Establishing a mechanism to share corrective actions and lessons learned with the ASPR response
community.
Funding History
FY 2015 $24,789,000
FY 2016 $24,654,000
FY 2017 $24,596,000
FY 2018 Annualized CR $24,487,000
FY 2019 President’s Budget $26,596,000

Budget Request

The FY 2019 Budget includes $26,596,000 in budget authority for Preparedness and Emergency
Operations activities, which is an increase of +$2,109,000 above the FY 2018 Annualized Continuing
Resolution.

Preparedness and response to public health and medical emergencies requires a robust and continuous
training and exercise program. This does not only include deployed medical responders through the
NDMS, but also emergency management operators, policy officials, Departmental leadership and SLTT
partners. HHS has deemed ongoing exercises to be a critical standard to help prepare the department for
effective responses during emergencies.

In this request, $1,989,000 will fund a Whole of Government/Community Exercise Program (with private
partner participation) to conduct a multi-jurisdictional exercise program that examines the local, state, and
federal response to biological incidents. This exercise program will rise to a National Level Exercise
(NLE) level by encompassing a Whole of Government/Community approach. The biological exercise
series will afford multiple community partners the opportunity to test and evaluate current plans and to
exercise information exchange, coordinate resources and make policy decisions in a Non-Stafford Act
environment with a non-traditional Lead Federal Agency in accordance with the Biological Incident
Annex and Presidential Policy Directive #44. This request also includes funding the Secretary’s Quarterly
Readiness Exercise (SQREX) Program. The overarching goal and intent of the SQREX Program is to
ensure that the Department is better prepared to serve the needs of the nation during a large-scale event.
The desired outcome of the SQREX series is to evaluate policies for emergency preparedness response,
and readiness issues at the highest leadership level within HHS. The Program’s objective is to advance
the collective understanding of our readiness, and illuminate areas which require additional focus. The
SQREX Program encourages information sharing and awareness, and ensures that critical operational and
tactical level policy issues are addressed.

The FY 2019 request includes $5,000,000 in three-year funding to prepare for, and respond to, NSSEs,
public health emergencies, and other events that are not eligible for assistance under the Stafford Act.
NSSE funding supports the activation of personnel and response teams for plan