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DEADLINE: MONDAY, NOVEMBER 21, 2016 @ 5 PM
DEPARTMENT OF THE INTERIOR

LEGISLATIVE COUNSEL REFERRAL

Date: November 17, 2016

To: Legislative Liaison

From: Dominic Maione (208-4092)

Contact: Joe Nevils (208-4580)

Subject: MISC #229 - CDC & ASPR Questions for the Record from 4/14/16 Hearing

Re: The Federal Perspective on the State of Our Nation’s Biodefense

Attached please find draft QFRs for CDC (Redd) and
HHS/ASPR (Hatchett) from a April 14, 2016 hearing on
Federal Perspectives on the State of Our Nation’s Biodefense
before the Senate Homeland Security and Government
Affairs Committee.

Please see notes below and review the QFRs and respond by
the deadline above.

NOTES:

The 25 page draft HHS/ASPR QFRs discuss the coordination
of medical preparedness and response efforts within HHS
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and with other interagency and external stakeholders, the
Disaster Leadership Group, the National Security Council’s
Interagency Policy Committee, the Americas Region
Interagency Coordination Group, placing the Zika virus

on FDA'’s Priority Review Voucher program list of qualifying
Neglected Tropical Diseases, BARDA’s work in response to
Zika, Zika vaccine development and WRAIR’s role in the
development process, intelligence products related to
biodefense, biosurveillance programs, viruses circulating in
animals that could impact human health, the importance of
communicating risk-related information to state and local
partners during a public health emergency,

the cybersecurity of health care and public health sector
organizations, DoD and HHS collaborationand coordination
on military and civilian biodefense, NSC’s Biosurveillance
Sub-Interagency Policy Committee, licensing rights for
patentable inventions that result from the development of
medical countermeasures, and Anthrax countermeasures. At
various points the QFRs discuss, defer to, or otherwise
mention: CDC, FDA, NIH, NSC, DoD, USDA, DOI, DHS, DOJ
(including FBI), and EPA.

The 25 page draft CDC QFRs discuss CDC’s coordination
efforts in responding to Zika, placing the Zika virus on FDA’s
Priority Review Voucher program list of qualifying Neglected
Tropical Diseases, CDC assisting Wisconsin during

the Elizabethkingia investigation, the One Health concept
(including leveraging the expertise of the USGS National
Wildlife Health Center), CDC’s overarching surveillance
strategy, planning for animal and zoonotic outbreaks,
resources provided to emergency responders to keep them
safe, guidance on medical countermeasure planning
requirements for state and local partners, protecting
sensitive data, the Federal Select Agent Program, funding,
the National Biosurveillance Strategy, Ebola, and Anthrax.
At various points the QFRs discuss, defer to, or otherwise
mention many of the agencies ASPR refers to, as well as: VA,
State Department, and OSTP.

Please send agency comments or respond with a "no comment" to
Dominic Maione@ios.doi.gov and Joseph Nevils@ios.doi.gov by the deadline above.
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Questions for the Record

Senate Committee on Homeland Security and Governmental Affairs

Federal Perspective on the State of Our Nation’s Biodefense
Thursday, April 14, 2016

Dr. Richard Hatchett
Acting Director, Biomedical Advanced Research and Development Authority
Office of the Assistant Secretary for Preparedness and Response, U.S. Department of
Health and Human Services

Senator Kelly Avotte

1) On April 13, the Centers for Disease Control and Prevention (CDC) announced that
there is now definitive evidence that the Zika virus causes microcephaly and other
serious brain defects in infants. The CDC also estimated that up to 30 percent of
women in infested areas may eventually contract Zika. Our neighbors in Puerto Rico
have already been severely impacted by the virus. There have been travel-associated
cases of Zika in my home state of New Hampshire.

a. How is your department coordinating with other relevant federal agencies, as well
as state departments of health and health departments in Puerto Rico, the U.S.
Virgin Islands, and American Samoa in the fight against Zika?

The Assistant Secretary for Preparedness and Response (ASPR) serves as the principal advisor to
the Secretary of Health and Human Services (HHS) on matters relating to federal public health
and medical preparedness in response to public health emergencies. In this capacity, ASPR
coordinates medical preparedness and response efforts within the Department of Health and
Human Services (HHS) and collaborates with other interagency and external stakeholders such
as state/territory and local health departments. One of ASPR’s first acts in addressing the
emerging Zika threat was to activate the Disaster Leadership Group (DLG). Comprised of senior
leaders from across HHS, the DLG instigates information sharing and coordination in areas such
as communications, laboratory capacity, medical countermeasure (MCM) development,
domestic preparedness, blood/tissue/organ safety, and collaboration with international partners.

ASPR also leads the HHS Sample Sharing Working Group which has been collecting domestic
and international samples from individuals with confirmed Zika virus infection. Likewise,
ASPR’s Hospital Preparedness Program has field officers in each HHS Region around the
country to provide technical assistance, best practices, and grant support to regional health care
coalitions. The field officers responsible for Puerto Rico, the U.S. Virgin Islands, and American
Samoa are working to develop and implement strategies to prepare and coordinate care for
patients with Zika virus. ASPR is also working with the Puerto Rico Department of Health to
plan for any increase in the number of cases of Guillain-Barré syndrome, a condition associated
with Zika virus infection. This includes recommendations such as regionalizing specialty care,
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exploring ways to augment available staffing, and surveying the potential for telehealth and/or
telemedicine resources.

One example of ASPR’s leadership involves coordinating efforts to support Puerto Rico’s blood
supply. On March 5, 2016, blood collection in Puerto Rico was suspended based on guidance
issued by the Food and Drug Administration (FDA) on February 16, 2016. The guidance
included a recommendation that areas with active Zika virus transmission obtain whole blood
and blood components from areas of the United States without active virus transmission until a
blood donor screening test or pathogen reduction technology for Zika virus becomes available
ASPR, the Office of the Assistant Secretary for Health, FDA, and the Centers for Disease
Control and Prevention (CDC) worked quickly to establish blood supply contracts with the
American Red Cross and Blood Centers of America. HHS agencies were asked to assist on
February 26, 2016, and contracts were awarded five days later on March 2, 2016. This made it
possible for Puerto Rico’s 11 blood establishments to receive weekly shipments of blood
products. The contracts initiated by ASPR ensured an adequate supply of safe blood for
residents and provided additional time for the 11 blood establishments to implement testing of all
donations with an investigational blood donor screening test for Zika virus, which has been in
use in Puerto Rico since early April 2016.

b. Has there been a formal plan developed that is comprehensive in nature and that
focuses on interagency coordination at the state and federal levels, prevention, and
response?

The National Response Plan guides the federal response effort and prioritizes close coordination
among partners. ASPR coordinates preparedness, response, and recovery efforts across the
Department and the interagency under that plan. Specifically, for the Zika virus response, ASPR
serves as the primary lead for critical policy decisions and identifying potential barriers for an
effective response.

c. Ifso, could you provide details that demonstrate how these agencies are working
together?

ASPR coordinates interagency efforts to address the Zika virus through the DLG. Within ASPR,
the HHS Secretary’s Operations Center has been activated to respond to Zika in close
coordination with CDC’s Emergency Operations Center. ASPR also leads the coordination and
reporting of ongoing situational awareness information to senior federal officials. In addition,
ASPR coordinates with other United States Government (USG) departments via the National
Security Council’s Interagency Policy Committee (IPC) and sub-IPC on Zika.

ASPR’s Biomedical Advanced Research and Development Authority (BARDA) has been
collaborating with CDC, FDA, and the National Institutes of Health (NIH) to facilitate the
development of rapid point-of-care and laboratory-based serological assays to determine who has
been previously infected by Zika (especially pregnant women). ASPR/BARDA has also been
working with CDC, FDA, and NIH to facilitate the development of commercial assays to
identify Zika infection.
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Building on partnerships and lessons learned from the HIN1 and Ebola responses, ASPR is
implementing a Zika MCM strategy through the advanced development and manufacturing of
new Zika vaccine candidates. In collaboration with NIH, FDA, and the Walter Reed Army
Institute of Research (WRAIR), ASPR is working on Zika vaccine development, preclinical and
clinical testing, and commercial scale production, including vaccine manufacturing through the
Centers for Innovation in Advanced Development and Manufacturing (CIADM). ASPR
supports industry partners in developing new vaccine platform technologies applicable to
multiple emerging infectious diseases, including new Zika vaccine candidates.

On the international front, ASPR and the HHS Office of Global Affairs re-convened the USG
Americas Region Interagency Coordination Group. This group serves as a forum for USG
partners to share information and coordinate Zika preparedness and response efforts among
themselves and with the Pan American Health Organization. In this case, the group has a
particular focus on aligning responses to Zika-related international requests for assistance.
International coordination also involves outreach to various Ministries of Health to establish
public health and scientific research collaboration agreements and obtain Zika samples that help
isolate the virus and validate serological diagnostics assays. ASPR is also providing technical
assistance to global partners in Brazil for Zika vaccine development and commercial scale
manufacturing.

2) About a month ago, Senator Burr and I wrote to FDA to urge the agency use its
authority to place Zika virus on the FDA’s Priority Review Voucher program list of
qualifying Neglected Tropical Diseases. Such a designation would help accelerate much
needed research on Zika and even potentially lead to a Zika vaccine or treatment by
leveraging private investment. In 2014, I cosponsored a bill that was signed into law
which placed Ebola on the same priority review list.

In their response to our letter, the FDA noted that it did not believe the Zika virus met
the criteria for the Priority Review Voucher program because there “appears to be a
significant market for Zika virus medical products in developed nations” thereby
making Zika ineligible for the program. I was disappointed in this response.

a. Do you disagree with the FDA’s finding that Zika would not be a good candidate
for its Priority Review Voucher program?

b. Can you put into context the threat that Zika poses versus our current ability to
mitigate the spread of the virus?

¢. Shouldn’t that be a key component when considering ways to expedite the ability to
produce a safe and effective vaccine or an improved diagnostic test?

S. 2512, signed into law on April 19, 2016, adds the Zika virus to the list of tropical diseases
included under the FDA Priority Review Voucher Program. Please see the responses from Dr.
Stephen Redd, who testified on behalf of CDC and is responding to these questions on behalf of
HHS agencies.

3) Inits response to our letter, the FDA also stated that BARDA has activated its National
Medical Countermeasures Response Infrastructure in order to provide direct assistance
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to product developers for vaccine and diagnostic test development and manufacturing.
Could you provide me with a more detailed status update on the work that BARDA is
doing related to Zika, including how you are coordinating with both relevant federal
and state agencies?

In response to the Zika outbreak, BARDA mobilized the National Medical Countermeasures
Response Infrastructure in early 2016. The Response Infrastructure is comprised of three
CIADMs, the Fill-Finish Manufacturing Network, the Nonclinical Development Network
(NDN), and the Clinical Studies Network (CSN). Collectively, they provide manufacturers and
Public Health Emergency Medical Countermeasures Enterprise (PHEMCE) partners with critical
support before, during, and after national health emergencies.

BARDA mobilized the CSN to assist with sample collection for the development of Zika
diagnostic validation panels. Specifically, the CSN worked to secure clinical serum specimens
from Zika infected individuals in both the continental U.S. and its territories, and to provide
these specimens to diagnostic test developers. Four of the five CSN participants provided
proposals outlining the technical details, timelines, and costs for fulfilling this requirement.
Samples were collected in Puerto Rico, New York, Florida, and Texas, in conjunction with CDC
and local, state, and regional public health departments.

With respect to Zika vaccines, BARDA is collaborating with the National Institute of Allergy
and Infectious Diseases (NIAID) and WRAIR to develop a purified inactivated Zika virus
vaccine. The candidate vaccine was chosen based on WRAIR’s experience with this viral
inactivation platform, which has been used to develop many other flavivirus vaccines including a
tetravalent Dengue vaccine. The inactivated Zika vaccine, developed and produced by WRAIR
with support from NIAID, has shown 100 percent efficacy in mice and monkeys and has reached
the final stages of manufacturing in preparation for clinical trials. Four clinical trials are being
planned for the fall of 2016: one at WRAIR, one funded by WRAIR at Beth Israel Deaconess
Medical Center, one through NIAID’s Vaccine and Treatment Evaluation Unit network, and one
in collaboration with the NIAID Vaccine Research Center. Most candidate vaccines are in early
stages of development, and work is currently underway at BARDA’s Nonclinical and Clinical
Development Networks to generate essential reagents for vaccine and diagnostics manufacturers.

The ability to rapidly pivot from the preclinical development of a candidate vaccine or
therapeutic to manufacturing for clinical evaluation is a significant accomplishment when
confronting a rapidly evolving epidemic. In early 2016, the CIADMs were activated to support
the government’s coordinated response to the Zika virus outbreak in South America.
Specifically, one of BARDA’s CIADM partners repositioned assets to help collect materials to
screen potential cell-based platforms for a Zika virus vaccine candidate. Likewise, in June,
BARDA awarded a task order to the Emergent BioSolutions CIADM in Baltimore, Maryland, to
develop a whole virus inactivated Zika vaccine candidate.

Plans are under way to engage the NDN to develop appropriate animal models of Zika virus
infection to facilitate MCM development.
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Senator Thomas Carper

1) Inits 2011 report, the General Accounting Office reported that there is no individual or
entity with responsibility, authority, and accountability for overseeing the entire
biodefense enterprise and recommended that the Homeland Security Council consider
establishing a focal point to oversee these efforts. The number one recommendation
included in the Bipartisan Report of the Blue Ribbon Study Panel on Biodefense is to
institutionalize biodefense in the Office of the Vice President of the United States to
ensure that biodefense will be addressed by every Administration at the highest levels.
The second recommendation is to establish a Biodefense Coordination Council at the
White House, led by the Vice President.

a. Do you support establishing one individual or entity to coordinate these efforts or
think that the existing structure is sufficient?

With respect to the medical and public health response, the Office of the Assistant Secretary for
Preparedness and Response (ASPR) supports a bottom-up approach to biodefense issues where
multiple interagency partners pool their resources and capabilities to identify threats and
formulate response plans. Effective structures exist now under the ASPR to coordinate the
public health and medical components of our biodefense preparedness. The ASPR leads the
Public Health Emergency Medical Countermeasures Enterprise (PHEMCE), which is a medium
for interagency partners to discuss and combine resources that produce medical countermeasures
(MCM) for identified and suspected bio threats. The ASPR also leads the Disaster Leadership
Group (DLG), which engages with key leadership from across the Department of Health and
Human Services (HHS) to share information and coordinate preparedness and response
activities. Both the DLG and PHEMCE are working effectively to coordinate these efforts
across the Department and interagency. However, ASPR recognizes that medical and public
health is only a component of a larger national biosecurity preparedness and response effort and
interagency groups and White House play key roles in that larger coordination.

b. How else could we improve coordination across the government in biodefense
activities?

As the principal advisor to the Secretary on matters relating to federal public health and medical
preparedness in response to public health emergencies, ASPR consistently works on improving
biodefence coordination through structures such as the PHEMCE and DLG.

2) In its final report, the Blue Ribbon Study Panel issued more than 33 recommendations
for action by the Executive Branch. Please explain what activities your Department or
Agency is taking to address the select recommendations listed below from the report
and note whether the activities have begun, are completed or have not yet started.
Please also note recommendations that you do not intend to fulfill and why not. Please
provide a response for each recommendation below that applies to your Department or
Agency:

a. #6 — Improve management of the biological intelligence enterprise.
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HHS/ASPR is a consumer, not a producer, of intelligence products related to biodefense. This
recommendation is best directed to those in the Intelligence Community.

b. #7 — Integrate animal health and One Health approaches to biodefense strategies.

This recommendation is best directed to the U.S. Department of Agriculture (USDA), and the
Department of Interior (DOI). However, HHS recognizes that the concept of One Health is
important to a variety of public health issues, especially the emergence or re-emergence of
naturally occurring infectious diseases.

A variety of pathogen threats identified by the Department of Homeland Security (DHS) and
detailed in the PHEMCE Strategy and Implementation Plan are also zoonotic agents. Medical or
veterinary information gleaned from these specific pathogens enhances MCM assessments.

c. #8 — Prioritize and align investments in medical countermeasures among all federal
stakeholders.

Prioritizing federal resources is necessary given the range of potential threats and available
resources. With that in mind, the PHEMCE developed a coordinated and strategic framework in
2012 to direct MCM investments. PHEMCE agencies work together to ensure that MCM
products progress as quickly and economically as possible from early to final stage development.
If needed, these products are purchased for the Strategic National Stockpile (SNS) and used
effectively in an emergency. For instance, the PHEMCE framework was utilized during the
Ebola response when partners leveraged assets across the federal government to support the
development and evaluation of Ebola candidate vaccines and treatments.

The PHEMCE prioritization framework is based on two core principles: (1) a medical and public
health obligation to limit adverse health effects from a variety of threats; and, (2) a responsibility
to be prudent with the financial resources while maximizing national preparedness. The
PHEMCE will continue to apply this framework to inform federal resource allocations for
research, development, manufacturing, procurement, and effective utilization of MCMs. The
annual PHEMCE multi-year budget report prioritizes criteria to coordinate a five-year budget
plan to research, develop, procure, and stockpile MCMs.

The PHEMCE works diligently to identify and prioritize investments among federal
stakeholders. Examples of these processes include:

1. An annual report to Congress from the HHS Secretary prioritizing products maintained or
accessed by the SNS.

2. An annual PHEMCE Strategy and Implementation Plan with anticipated completion
timelines and recent accomplishments to outline priority actions and responsible
organizations.

3. An annual multi-year budget identifying how agencies manage MCM lifecycle costs to
collaborate and move products from research and development into approval, acquisition,
and stockpiling. It is designed to help agencies understand and forecast impacts on their
anticipated budgets. This approach provides actual costs based on the current fiscal year
budget, the President’s approved budget estimate for the next fiscal year, and projected
requirements for the following three years.
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4. Ongoing portfolio reviews across all chemical, biological, radiological, nuclear (CBRN) and
pandemic threat areas to review detailed priorities and identify gaps and challenges. More
specifically, to identify where resources may be better arrayed to address the appropriate
challenge.

5. A product tracking tool for all contracts from agencies engaged in product development.
This provides a real-time assessment of candidate products from the basic science level
towards final regulatory approval and completion. The product tracking tool is available
now for all vaccines, therapeutics, diagnostic efforts, and other related contracts across the
PHEMCE.

d. #9 — Better support and inform decisions based on biological attribution.

This recommendation relates to intelligence gathering and law enforcement activities that are
beyond HHS’s scope of authority and is best directed to DHS, the Department of Justice, the
Federal Bureau of Investigation (FBI), and other members of the Intelligence Community.

e. #10 — Establish a national environmental decontamination and remediation
capacity.

This recommendation is best directed to the Federal Emergency Management Agency (FEMA)
and the Environmental Protection Agency as the lead agencies for the development of a national
decontamination and remediation capacity, with the involvement of HHS. HHS, through CDC,
has conducted hazardous materials response capacity building, including decontamination
training, through the FEMA facility in Anniston, Alabama. The Department, through CDC, is
also involved in other planning processes that include decontamination components, such as the
Chemical Incident Annex Planning.

f. #11 — Implement an integrated national biosurveillance capability.

See response to question 2h.

g. #12 — Empower non-federal entities to be equal biosurveillance partners.
See response to question 2h.

h. #13 — Optimize the National Biosurveillance Integration System.

ASPR does not manage biosurveillance programs. However, as the lead for HHS’s public health
and health care preparedness and response activities, ASPR is a consumer of biosurveillance
information which helps direct PHEMCE priorities. ASPR served as a co-chair on the
DHS/Office of Health Affair’s National Biosurveillance Integration Center’s Advisory Board,
which allows for collaboration amongst all federal partners who conduct biosurveillance
activities and provides guidance for enhancing the National Biosurveillance Integration System.

i. #14 — Improve surveillance of and planning for animal and zoonotic outbreaks.

HHS works with USDA and DOI on viruses circulating in animals that could impact human
health, such as highly pathogenic avian influenza (HPAI) outbreaks. Specifically, HHS is
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responsible for sustaining a capability to produce a pandemic vaccine at any time of the year in a
U.S.-licensed influenza vaccine facility. With that in mind, ASPR contracted with Sanofi
Pasteur, the major domestic supplier of egg-based influenza vaccine, to ensure year-round
availability. This includes enough embryonated eggs to produce 10 million monovalent doses
per week.

In order to maintain this investment and capability, ASPR’s Biomedical Advanced Research and
Development Authority (BARDA) has been working to improve planning for animal and
zoonotic outbreaks. During the 2015 HPAI outbreak, BARDA communicated daily with Sanofi
Pasteur for updates and information from the USDA and the Pennsylvania Department of
Agriculture. In addition, BARDA participated in several HPAI roundtable exercises initiated by
Sanofi Pasteur and its egg supply subcontractors. These roundtable exercises highlighted the
interagency, intra-agency and private industry cooperation, communication, and clarification of
issues related to the safety, supply, and transportation of embryonated eggs for vaccines during
an HPAI outbreak.

j. #15 - Provide emergency responders with the resources they need to keep
themselves and their families safe.

ASPR offers a number of educational resources to emergency responders, such as the ASPR
Technical Resources, Assistance Center, and Information Exchange (TRACIE) and the CBRN
toolkit. In addition, ASPR’s Office of Emergency Management (OEM) conducts training
programs to improve the readiness and safety of emergency responders, including National
Disaster Medical System and the Counter-Narcotics and Terrorism Operational Medical Support
program training activities.

ASPR has released a funding opportunity announcement entitled “Enhance the Ability of
Emergency Medical Services to transport patients with highly infectious diseases” to assist in the
development of a state Emergency Medical Services High Consequence Infectious Disease
Transport Plan Template. This plan will help reduce the risks for personnel required to transport
patients with highly lethal or communicable infectious diseases.

k. #16 — Redouble efforts to share information with state, local, territorial, and tribal
partners.

HHS’s Ebola response highlighted the importance of communicating risk-related information to
state and local partners during a public health emergency. To ensure that stakeholders have
access to critical and up-to-date information to better support emerging needs during disaster,
ASPR launched the Technical Resources Assistance Center and Information Exchange
(TRACIE) in September 2015. TRACIE provides one-stop shopping for partners and
stakeholders to gain access to best practices, guidance documents, and technical assistance as
well as to share ideas and to collaborate with stakeholders on matters pertaining to healthcare
emergency preparedness. TRACIE ensures that stakeholders at all levels of government and the
private sector have access to information and resources to improve preparedness, response,
recovery, and mitigation efforts. TRACIE’s listserv has nearly 4000 recipients, has received
over 30,000 visitors to the website, responded to more than 300 training and technical assistance
requests, and signed up nearly 1200 members to the Information Exchange.
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In addition, ASPR’s U.S. International Health Regulations (2005) National Focal Point provides
bidirectional information sharing between domestic and international partners concerning
potential international public health emergencies. This notification and reporting process
involves federal, state, local, territorial, and tribal stakeholders.

1. #18 — Establish and utilize a standard process to develop and issue clinical infection
control guidance for biological events.

Please see the responses from Dr. Stephen Redd, who testified on behalf of CDC and is
responding to this question on behalf of HHS agencies.

m. #22 — Develop and implement a Medical Countermeasure Response Framework.

Please see the responses from Dr. Stephen Redd, who testified on behalf of CDC and is
responding to this question on behalf of HHS agencies.

n. #23 — Allow for forward deployment of Strategic National Stockpile assets.

Please see the responses from Dr. Stephen Redd, who testified on behalf of CDC and is
responding to this question on behalf of HHS agencies.

0. #24 — Harden pathogen and advanced biotechnology information from cyber
attacks.

ASPR’s Critical Infrastructure Protection Program works closely with the private sector to
improve the cybersecurity of health care and public health sector organizations, including
laboratories, pharmaceutical manufacturers, and others that might handle biotechnology
information. ASPR shares information with private sector organizations on cyber threats and
works in close collaboration with other federal partners such as DHS and the FBI. ASPR is also
leading the Health Care Industry Cybersecurity Task Force, which was established as part of the
implementation of the Cybersecurity Information Sharing Act of 2015.

p. #26 — Implement military-civilian collaboration for biodefense.

The Department of Defense (DoD) and HHS collaborate and coordinate military and civilian
biodefense and MCM efforts under the PHEMCE. Through the PHEMCE, DoD and HHS
collaborate and share information on research, advanced research, development, procurement,
stockpiling, and distribution of MCMs. DoD and HHS both have voting membership within the
PHEMCE at multiple levels. Additionally, DoD participates in all In-Process Reviews
conducted for ASPR/BARDA programs and PHEMCE-wide portfolio reviews led by ASPR.

The PHEMCE Integrated Portfolio for CBRN MCMs was established within the PHEMCE in
2008 to provide a framework for collaboration among the MCM-related program components of
HHS and DoD. The Portfolio Advisory Committee, co-chaired by DoD and HHS, is comprised
of program representatives from various organizations responsible for the CBRN MCM
programs within each department. Through the Portfolio Advisory Committee, DoD and HHS
coordinate efforts to promote synergy, minimize redundancy, and, to the extent feasible,
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harmonize requirements for MCM development. A significant example of collaboration is the
development of the Portfolio Tracking Tool, developed jointly by HHS and DoD to capture
contract performance information for all CBRN MCM development efforts across both agencies.

ASPR/BARDA program managers participate in a number of DoD Integrated Product Teams,
including those specifically associated with CBRN MCMs. Moreover, senior level individuals
participate in DoD’s Joint Program Executive Office for Chemical and Biological Defense Joint
Life Cycle Management Reviews, and in various In-Process Reviews (for all DoD MCM
programs), as well as on the DoD Overarching Integrated Product Team. The 2014 Ebola
epidemic response demonstrated the effectiveness of the DoD and HHS relationship. CDC and
DoD worked together to develop and implement Ebola diagnostics in West Africa and in U.S.
laboratories. DoD also successfully transitioned Ebola vaccine and therapeutic candidates from
early development to ASPR/BARDA for advanced development.

Beyond information sharing, DoD and HHS also coordinate on the research, development, and
procurement of safe and effective MCMs. DoD and CDC collaborate closely on the acquisition
and management of MCMs for anthrax and smallpox while ASPR/BARDA and DoD collaborate
on the acquisition and management of pre-pandemic influenza vaccines. HHS and DoD are
jointly developing MCMs for chemical threats and to address gastrointestinal injury associated
with acute radiation syndrome.

q. #27 — Prioritize innovation over incrementalism in medical countermeasure
development.

The PHEMCE has prioritized innovation as a central component of it approach to product
development. This is especially true when developing vaccines to address novel strains that
require rapid shifts in product development. Innovation goes hand-and-hand with
instrumentalism including the rapid development of candidate vaccine materials from early
genomic sequencing of novel strains and genetic construction. This can now be accomplished in
days as opposed to standard re-assortment methods that may require weeks of effort. Other
innovations in how products are screened for microbial contaminants (sterility) have been
recently developed under the auspices of ASPR/BARDA and the PHEMCE, and may result in
changing the way the entire pharmaceutical industry conducts such screening.

In addition, the PHEMCE has invested in a variety of novel concepts and innovations such as the
development of a new ventilator that is small, cheap, and has a broad capability to assist in
ventilating patients from infants to adults. The PHEMCE has enhanced the regulatory review
processes by investing in regulatory research and prioritizing the review of key products for
biodefense and radiological defense. Innovations in new adjuvants have occurred that are first in
use for influenza vaccines and expand the very limited number of previously acceptable vaccine
adjuvants.

r. #28 — Fully prioritize, fund, and incentivize the medical countermeasure enterprise.

This recommendation is best addressed by the President and the Congress. However, PHEMCE
agencies contribute to the appropriations process by identifying and quantifying MCM
requirements. The Pandemic and All-Hazards Preparedness Reauthorization Act of 2013

10
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requires HHS to develop a five-year budget plan for the medical countermeasure enterprise.
This multiyear plan is a tool for strategic project coordination, product transitions between
agencies, communication of priorities and resources to partner stakeholders, and assistance with
long-term forecasting. The goal of the multiyear plan is to outline PHEMCE programmatic
estimates on a five-year rolling basis and to identify the hand-offs in the development cycle in
anticipatable budget terms. This forecast allows agencies to understand the dynamic effects of
PHEMCE decisions on their own strategic planning and those of downstream partners.
Additionally, this tool communicates PHEMCE commitments and priorities to our industry
partners. By coordinating resources and priorities, we can ensure an active medical
countermeasure industry that meets our essential needs for a nimble and flexible response
capability.

The HHS MCM requirement process serves to improve the outcomes of public health
emergencies by focusing federal investments toward an aligned research, advanced development,
acquisition, deployment, and use by PHEMCE-partner agencies including the National Institutes
of Health (NIH), ASPR/BARDA, the U.S. Food and Drug Administration (FDA), and CDC.

The requirement process informs private industry and academia about civilian MCM needs and
facilitates effective coordination of programs with PHEMCE interagency partners. From there,
the desired product volume and stockpiling goals provide critical information to support the
PHEMCE leadership’s allocation of resources. Prior to making investment decisions and
pursuing specific acquisition targets, the PHEMCE considers MCM needs across the entire threat
portfolio, along with scientific opportunity, existing resources, and other factors.

s. #29 — Reform Biomedical Advanced Research and Development Authority
contracting.

ASPR’s current line of authority, which includes a separate and specialized Office of
Acquisitions Management, Contracts, and Grants (AMCG), appropriately distinguishes the roles
and responsibilities of a certified and warranted acquisition workforce from program and
scientific experts. This line of authority ensures proper checks and balances for effectively
managing taxpayer investments through open and fair competition and is fully consistent with
comparable agencies in the federal government. This also defuses potential or perceived
concerns about conflicts of interest and corresponding legal problems, and helps avoid any
appearance of undue command influence by an individual, program office, or outside source on
contracting.

AMCG is an award winning and innovative contracting office that has received the HHS
Secretary’s 2015 Hubert H. Humphrey Award for Service to America, the 2012 HHS Small
Business Award, and 2010 HHS Project Team Award for its contribution to the HIN1 Influenza
Virus response. In addition, AMCG incorporated Broad Agency Announcements, which
streamlined the acquisition process and initiated the use of Other Transaction Authority to
further engage industry.

AMCG has also led the Department in meeting contracting deadlines. During the Ebola
response, novel contracting methods were used to support the development and evaluation of
Ebola candidate vaccines and trials. While the federal government and the Department standard
timeline for awarding contracts is 180 days, AMCG awarded the majority of its Ebola contract

11
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actions within 60 days. All Project BioShield contract actions were awarded within 128 days
starting at the end of FY 2014 and with the bulk of these actions in FY 2015. In FY 2015, 90
percent of ASPR’s contract actions were completed, thereby ensuring that there is opportunity
for businesses capable of meeting the needs of HHS to compete on a level playing field.
Exceeding targets under the President’s Small Business Initiative, ASPR awarded 51 percent of
eligible contract dollars to small businesses, exceeding ASPR’s 35 percent small business goal.
Additionally in FY 2015, ASPR awarded 91 grants totaling $212,649,385.67.

t. #30 — Incentivize development of rapid point-of-care diagnostics.

ASPR/BARDA is funding the development of multiple rapid point-of-care diagnostics platforms;
some are in the biothreat diagnostics space and some initially address other parts of
ASPR/BARDA’s mission. All platforms are applicable to the biothreat space with development
of a threat specific assay. ASPR/BARDA’s open CBRN solicitation contains “Areas of Interest”
for development of rapid point-of-care diagnostics for all biothreats for which Material Threat
Assessments have been issued. The PHEMCE Diagnostics Integrated Product Team is
developing requirements for all of these biothreats. Some are already available and others are in
process.

u. #31 - Develop a 21 Century-worthy environmental detection system.

This recommendation is best directed to DHS and DoD. HHS is not involved in the
development of environmental detection systems.

v. #32 — Review and overhaul the Select Agent Program.

On October 29, 2015, the USG released two sets of recommendations, the Federal Experts
Security Advisory Panel (http://www.phe.gov/s3/Documents/fesap.pdf) and the Fast Track
Action Committee-Select Agent Regulations (http://www.phe.gov/s3/Documents/ftac-sar.pdf).
Recommendations from both groups support efforts to enhance the Federal Select Agent
Program. HHS co-chaired both these groups and is working with federal partners to improve
biosafety and biosecurity practices based on these findings. The implementation plan
(http://www.phe.gov/s3/Documents/fesap-ftac-ip.pdf) for these recommendations emphasizes
culture of responsibility, strengthens oversight, promotes outreach and education, conducts
applied biosafety research, develops an incident reporting system, enhances material
accountability and inspection processes, and rulemaking to update current regulations and
guidance.

3) The Blue Ribbon Study Panel, GAO and other experts have recommended the
development of a national biodefense strategy. To date, federal agencies have produced
several strategic documents that address different aspects of biodefense, including the
National Health Security Strategy and the National Biosurveillance Strategy. Do you
believe that existing strategy and policy documents provide sufficient coordination of
biodefense activities across the federal government? What elements should be included
in a unified national strategy for biodefense?

12
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Various cross government strategies such as the National Health Security Strategy (NHSS), the
National Biosurveillance Strategy, and the National Strategy for Countering Biological Threats
collectively coordinate a strategic level direction for biodefense. Specific to ASPR, the NHSS is
a robust strategy that addresses many components of biodefense: community health resilience;
biosurveillance and situational awareness; medical and non-pharmaceutical countermeasures;
health and public health and emergency management systems; and global capacity. It is an all-
hazards strategy that addresses all emergencies that could impact human health. Enhancing
national health security is a shared responsibility of all organizations (government and non-
government), communities, and individuals.

4) The Blue Ribbon Study Panel recommended the development of a unified budget for
biodefense spending, and estimated that roughly $6 billion is spent every year on
biodefense and related hazards. Please detail how much your Department or Agency
spent on biodefense efforts (categorized by Threat Awareness, Prevention and
Protection, Surveillance and Detection, and Response and Recovery activities, as
defined by Homeland Security Presidential Directive 10) from Fiscal Years 2007-2016.

Under Homeland Security Presidential Directive 10, the development, procurement, and
stockpiling of MCMs, along with associated regulatory activities, are considered under the
Response and Recovery mission. With that in mind, the PHEMCE coordinates federal efforts to
enhance MCM preparedness for CBRN threats and emerging infectious disease. The PHEMCE
is led by ASPR and includes primary HHS agency partners such as CDC, FDA, and NIH, as well
as, several interagency partners such as DoD, the U.S. Department of Veterans Affairs, DHS,
and USDA.

Within ASPR, BARDA is responsible for the advanced research and development and
procurement of MCMs. BARDA’s appropriations are included in the table below for FY 2007 to
FY 2016. The table does not include spending from the following three sources: 1) pandemic
influenza supplemental funding bills passed in 2006, 2009, and 2010; 2) Special Reserve Fund
appropriations in FY 2004 that supported Project BioShield through FY 2013; and 3) Ebola
funding provided in either the FY 2015 continuing resolution or supplemental emergency
funding provided in the FY 2015 omnibus appropriation. All BARDA funding included in the
table would be categorized as Response and Recovery.

13
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FY FY FY
. FY 2007 | FY 2008 | FY 2009 | FY 2010 2011* 2012% 2013* FY 2014 | FY 2015 FY 2016
Activity
Enacted | Enacted | Enacted | Enacted | Enacted | Enacted | Enacted | Enacted | Enacted Enacted
BARDA......... | 119.741 | 131.419 | 306.052 | 340.531 | 340.531 | 340.531 | 415.000 | 778.165 | 734.906 | 1,086.691
Advanced
Research and
Development | 110 741\ 131.419 | 306.052 | 340.531 | 340.531 | 340.531 | 415.000 | 413.494 | 415.000 | 511.700
(ARD) (non-
add)........
Pandemic
Influenza (non- -—- - - -—- - - -—- 110.597 | 64.906 64.991
add)**............
X-Year (non- - - - - - - - 82.597 | 39.906 40.000
add) ...............
Annual (non- - - -—- - - -—-- - 28.000 25.000 24.991
add) ...............
Project 254.074 | 255.00 | 510.00
BioShield (non- ’ ' '
add) ............

*BARDA ARD was funded from a transfer from the Special Reserve Fund (SRF). The SRF is based on the initial appropriation of $5.6 billion
for a ten-year period (FY 2004 to FY 2013) to support procurements under Project BioShield.

**Pandemic Influenza activities prior to FY 2014 were supported from supplemental balances provided to the Department in 2006, 2009, and
2010.

5) Upon the release of the National Biosurveillance Strategy in July 2012, a strategic
implementation plan for the strategy was slated for completion within 120 days. What
is the status of the implementation plan? Please describe how the Office of the
Assistant Secretary for Preparedness and Response coordinates biosurveillance
programs and policy with other federal agencies, per the National Biosurveillance
Strategy. If the implementation plan has been completed, please provide it to this
Committee.

ASPR serves on the NSC’s Biosurveillance Sub-Interagency Policy Committee that coordinated
development of the National Biosurveillance Strategy in July 2012. A draft Implementation Plan
for the National Strategy for the Biosurveillance was developed in 2013; however, it was not
released to the public.

14
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Senator Ron Johnson

1) In aletter from the Assistant Secretary for Preparedness and Response (ASPR)
provided to me on June 12, 2015, the ASPR said that the Biological Incident Annex
would be completed and approved in the Fall of 2015. Is that annex complete? If so,
please provide a copy to the committee. If not, when will it be approved?

The Federal Interagency Operational Plan Biological Incident Annex is not complete. The
Federal Emergency Management Agency is responsible for the report.

2) In a letter from the ASPR provided to me on June 12, 2015, the ASPR said that HHS
was developing a formal report on its preparedness and response to the Ebola
outbreak. Has this formal report been completed? If not, when will it be complete? If
complete, please provide a copy to the Committee.

The Department of Health and Human Services (HHS) released its formal report, Report of the
Independent Panel on the U.S. Department of Health and Human Services Ebola Response, in
June 2016. The report is available on the Office of the Assistant Secretary for Preparedness and
Response’s (ASPR) website at:
http://www.phe.gov/Preparedness/responders/ebola/EbolaResponseReport/Pages/default.aspx.

3) In a letter from the ASPR provided to me on June 12, 2015, the ASPR said that the
HHS had not yet identified lessons related to the U.S.’s domestic preparedness and
international response to the Ebola outbreak in 2014-2015. Has HHS identified any
lessons learned and resulting corrective actions taken for its preparedness and response
to the Ebola outbreak? If so, please identify such lessons learned and corrective
actions.

An independent panel of experts reviewed the Department’s domestic and international response
to the Ebola outbreak. The Report of the Independent Panel on the U.S. Department of Health
and Human Services Ebola Response was released in June 2016. Within the report, the
independent panel identified lessons learned and developed recommendations to improve HHS
and United States Government (USG) leadership and coordination for future public health
threats. In response to the independent panel’s report, HHS released the U.S. Department of
Health and Human Services Ebola Response Improvement Plan in June 2016, which describes
the steps the Department will take to address the recommendations of the independent panel.
The report is available on ASPR’s website at:
http:/www.phe.gov/Preparedness/responders/ebola/Documents/EbolalP.pdf.

4) Has HHS completed an inventory of HHS’ public health response capabilities and gaps
in those capabilities? Please provide the comprehensive list of such capabilities and
gaps. If HHS has not yet completed such an inventory, when will this process be
completed?

ASPR has the authority to deploy federal public health and medical personnel; directs the
advanced research, development, and procurement of medical countermeasures; coordinates the
integration of federal preparedness and response activities for public health emergencies; and
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provides logistical support for the federal component of medical and public health responses.
ASPR also supports building preparedness capabilities and resiliency at the community level
before disasters or public health incidents occur. ASPR’s flagship program in this regard, the
Hospital Preparedness Program, has provided more than $5.1 billion to state and local health
departments since 2002 to better prepare the nation’s health care infrastructure for man-made or
natural disasters.

ASPR has made numerous improvements to ensure national health security and to protect the
American people. One such improvement is the development and continued refinement of the
National Health Security Strategy (NHSS), which unified a patchwork of public health and
medical preparedness, response, and recovery strategies. The NHSS works to ensure that the
nation is prepared for, protected from, and resilient in the face of public health threats.

The NHSS established two overarching goals for national health security: 1) Build community
resilience and 2) strengthen and sustain health and emergency response systems. With the
National Health Security Review, ASPR emphasized capabilities and identified challenges for
strengthening national health security, which informed the development of the National Health
Security Strategy and Implementation Plan 2015-2018. Since the report, improvements have
been made including:1) Integrating public health, health care, and emergency management
systems; 2) Planning at the federal, state, and local levels; 3) Building national health security
workforce capabilities; 4) Coordinating within government and between government and the
private sector; and 5) Strengthening community resilience.

As a requirement of the Pandemic and All-Hazards Preparedness Reauthorization Act of2013,
HHS provided Congress with a Public Health & Medical Situational Awareness Strategy and
Implementation Plan. This strategy and plan includes ways to development and expand the bio
surveillance network; modernize and enhance biosurveillance activities; and improve
information sharing, coordination, and communication among biosurveillance systems.

In addition, ASPR coordinates USG compliance for the U.S. International Health Regulations
(IHR) (2005) National Focal Point and provides reports to the World Health Organization
(WHO). ASPR currently leads USG participation in the WHO Joint External Evaluation
Process, which assesses core competencies to prevent, detect, and respond to public health
emergencies within the IHR framework and the Global Health Security Agenda.

5) What process is HHS utilizing, together with other Departments and agencies, to
identify major gaps in federal public health response and to prioritize capability
development to meet such gaps?

The Public Health and Emergency Medical Countermeasures Enterprise (PHEMCE) has two
initiatives that assess federal MCM preparedness and response gaps and capabilities: 1)
Preparedness Assessments; and, 2) Integrated Capability Documents (ICD).

The Preparedness Assessment for operational capacity compares the nation’s current and

projected five-year level of capacity against the need for new MCMs. The result is a prioritized
list of initiatives to close preparedness gaps identified in the PHEMCE Strategy and
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Implementation Plan. This snapshot allows senior leaders to prioritize PHEMCE resource
allocations and strategically improve preparedness.

The ICDs describes core cross-threat capabilities (e.g., supplies, staff, space, and systems) for the
medical and public health system. It also quantifies the current resource levels of these
capabilities, lists potential non-material solutions to increase operational capacity, and projects
current operational capacity based on potential constraining parameters (i.c., operational
quantity).

This information allows senior leaders to consider national capabilities and better determine
product-specific requirements, including the desired characteristics of each MCM class and how
many MCMs should be stockpiled. This capabilities-based MCM planning delivers cost savings
for certain MCM classes, makes assets available to acquire other critical MCMs, and improves
confidence that stockpiled MCMs will be available for their intended use during a public health
response.

17



17-01174_010939;17-01174_010939;17-01174_010940;17-01174_010941,17-01174_010942;17-01174_010943;1...

Senator Claire McCaskill

1) We had a hearing on Ebola in 2014, and I want to clear up a number of apparent
discrepancies between the information my staff had received on medical
countermeasures in the strategic national stockpile in response to a document request I
made in November 2013 and information provided by Dr. Lurie in response to some
questions for the record (QFR) that I submitted after that hearing.

In a document request letter that I sent to the Department of Homeland Security (DHS)
in November 2013, I requested a list of all Chemical, Biological, Radiological and
Nuclear-related (CBRN) countermeasures procured for the strategic national stockpile
between fiscal years 2004 and 2013. The information I received back from HHS had
procurements for seven CBRN-related threats: radiation and nuclear exposure,
anthrax, drug-resistant anthrax, botulism, smallpox, and nerve agents. Dr. Lurie’s
response to my QFRs indicates that HHS also holds countermeasures in the stockpile
for cyanide, tularemia, plague, and typhus, and notes that acquisitions are planned to
address exposure to glanders and research and development is ongoing for viral
hemorrhagic fevers like Ebola.

Please update the attached spreadsheet to reflect the additional procurements.

The updated spreadsheet is attached:

@j

BARDA Response 2
to QFRs to Hatchett {

Based on the Strategic National Stockpile (SNS) Annual Review Process and recommendations
by the Public Health Emergency Medical Countermeasures Enterprise (PHEMCE), the
additional assets referenced by the Assistant Secretary for Preparedness and Response (ASPR)
were acquired directly by the Centers for Disease Control and Prevention (CDC). The most
recent inventory of SNS assets is available in the SNS Annual Review Report which was
delivered to Congress in September 2015. The Department of Health and Human Services
(HHS) is currently developing the 2015 SNS Annual Review Report FY 2018 Plan) which is
anticipated by fall of 2016.

2) When did the acquisition process begin for glanders, and where are you in that
process?

Product acquisition for glanders was initiated by the 2013 SNS Review process. As a result, the
PHEMCE decided to procure meropenem IV for treatment, trimethoprim-sulfamethoxazole
tablets for the longer term eradication phase, and a larger amount of trimethoprim-
sulfamethoxazole tablets for post-exposure prophylaxis.
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CDC is planning to procure meropenem and co-trimoxazole stockpiles for the treatment and
post-exposure prophylaxis of glanders and melioidosis. Procurements that began in FY 2016
will be phased in through FY 2018.

3) The information my staff received from HHS on countermeasure procurements listed
18 procurements that totaled over $3.3 billion. Yet in response to a question about the
amount HHS was spending on medical countermeasures, Dr. Lurie stated that only 12
countermeasures had been procured under Project BioShield, plus an additional two
procurements for so-called risk-mitigation products. Please explain the discrepancy
between Dr. Lurie’s statement and the 18 listed procurements on the attached
spreadsheet?

Procurements are broken out by contract. Notably, the VaxGen recombinant protective antigen
anthrax vaccine procurement was terminated in December 2006 when VaxGen failed to meet a
critical contractual milestone without delivering any doses to the SNS. In addition, because they
represent different contracts, Cangene Anthrax Immune Globulin procurements of Raxibacumab
(2005 and 2013) have been counted twice as separate procurements. Please note that
Raxibacumab was initially a Human Genome Sciences contract in 2005, but was procured under
a new contract with GlaxoSmithKline in 2013. As a risk mitigation strategy, HHS also procured
the cell lines required to manufacture two other anthrax antitoxins (i.e., Valortim and AVP21D9)
but has not procured these products. Finally, Emergent’s BioThrax Anthrax vaccine has been
procured twice under separate contracts (2005 and 2007).

4) Dr. Lurie’s QFR response also noted that generic antibiotics have been purchased for
the Strategic National Stockpile to fulfil requirements for countermeasures against
exposure to tularemia and plague. But those purchases weren’t included in the
information my staff received either. Did HHS negotiate lower prices for these generic
antibiotics since they were bought in such high quantities?

Please see the responses from Dr. Stephen Redd, who testified on behalf of CDC and is
responding to this question on behalf of HHS agencies.

5) Can you add those purchases to the enclosed spreadsheet?

The attached spreadsheet only includes Project BioShield procurements using the Special
Reserve Fund and does not include CDC procurements. However, the Pandemic and all-Hazards
Preparedness Reauthorization Act of 2013 requires HHS to develop a five-year budget plan for
the medical countermeasure enterprise, including CDC procurements and those made under the
Special Reserve Fund. This multiyear plan is provided to the House and Senate Appropriations
Committees each year and is used for strategic project coordination, product transitions between
agencies, communication of priorities and resources to partner stakeholders, and assistance with
long-term forecasting. The goal of the multiyear plan is to outline PHEMCE programmatic
estimates on a five-year rolling basis and to identify the hand-offs in the development cycle in
anticipatable budget terms. The current report covers PHEMCE spending estimates for FY 2015
through FY 2019.
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6) In the same response, Dr. Lurie noted that DHS has issued 13 Material Threat
Determinations (MTDs) that are currently active. Yet the chart he provided shows 15
active MTDs. Can you explain this discrepancy?

The chart depicted in Dr. Lurie’s November 19, 2014 questions for the record lists each material
threat assessment (MTA) individually. Four MTAs were combined into two Material Threat
Determinations (MTD). Specifically, volatile and low volatile nerve agents have independent
MTAs and both included as a single MTD issued in September 2011. Additionally, radiological
materials and nuclear detonations have independent MTAs but are included as a single MTD
issued in September 2004.

7) 1 understand that we get non-exclusive licensing rights for patentable inventions that
result from the development of medical countermeasures supported by the U.S.
Government. Can you explain what this means, exactly?

Under the Bayh-Dole Act (or Patent and Trademark Law Amendments Act) and its
implementation, small businesses and nonprofit organizations that retain titles to inventions
made and put into practice with federal support must grant the United States Government (USG)
a nonexclusive, nontransferable, and irrevocable license. In other words, when the USG awards
a grant, contract, or cooperative agreement to a small business or nonprofit organization for
research and development of a MCM, the USG may use or license the invention to carry out
USG purposes without paying a royalty to the small business or nonprofit organization.

8) What is the federal government’s threshold investment for obtaining licensing rights
for a product that we’ve invested taxpayer dollars in?

The licensing rights are determined in accordance with the Bayh-Dole Act and its
implementation, which make no reference to a threshold investment.

9) Have we retained licensing rights for any of the medical countermeasures in the
strategic national stockpile, and, if so, which ones?

The USG would retain a government use license for any invention initiated through federal
investment, including products purchased for the SNS. Products purchased for the SNS might
also be covered by privately owned inventions in which the government would have no rights.

10) Have we used these rights and sold the license for any of these, and if so, how much
have we made by licensing them? If not, why not?

The Bayh-Dole Act government use license is a nontransferable license that cannot be sold or
licensed to commercial parties to develop the invention. On the other hand, government-owned
inventions are commonly licensed to commercial parties for commercialization under royalty
bearing licenses by the agencies that developed the inventions.
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11) The strategic national stockpile has a large, but not unlimited, budget to purchase
countermeasures in case of an attack or an outbreak of some kind. Yet we’ve spent $1.4
billion on anthrax countermeasures alone. Two of the investments were for anthrax
antitoxins that cost $3,100 and $8,200 per dose. We also bought 10 million doses of
Biothrax, an anthrax vaccine with a four-year shelf life, in 2005, and then we bought
another 18.75 million doses two years later, which is two years before the shelf life of
the first round of procurements. Can you explain the reasoning for the second round of
purchasing?

Anthrax is one of the more significant bioterrorism threats relative to other potential pathogens.
Preparing for and responding to anthrax is a complicated process, which requires an array of
medical products to:

1. Provide post-exposure antibiotic prophylaxis to individuals who may not be symptomatic,
but have a likelihood of having been exposed. This ranges in the millions of possible
doses for a 60-day course of treatment.

2. Provide vaccine for long-term protection to individuals who will be exposed to potentially

contaminated environments and to augment protective coverage from antibiotics.

Provide antibiotics for treatment of actual anthrax disease.

4. Provide antitoxins for the treatment of anthrax toxemia (lethal toxin), a highly specific
aspect of anthrax infection that is not addressed by administration of antibiotics.

5. Provide potential ventilatory support for patient management.

98]

With that in mind and considering limited funding, the PHEMCE developed a strategy to target
potential products based on greatest necessity. The idea was that once the nation’s ability to
counter anthrax improved, the PHEMCE would then address other areas of preparedness.

ASPR’s Biomedical Advanced Research and Development Authority (BARDA) and the
PHEMCE have made significant progress in preparing for the threat of an anthrax attack/release.
BARDA has invested approximately $1.4 billion on anthrax antitoxins and anthrax vaccines.
Current requirements for anthrax antitoxin include 288,000 treatment courses for anthrax and
526,000 treatment courses for multi-drug resistant anthrax. The current requirement for anthrax
is enough vaccine to protect 25 million individuals. Considering that the current licensed
regimen requires three doses, this equates to 75 million doses of anthrax vaccine.

12) I understand that there are planned reductions in holdings of a number of products in
the strategic national stockpile in order to meet projected budget appropriations and
medical countermeasure preparedness will be affected for a more high-priority threats
if current budgetary constraints continue. How are your funding priorities established,
and how much is the anthrax investment crowding out other needed countermeasures?

Annual review of the SNS (known as the SNS formulary) is mandated by Homeland Security
Presidential Directive 21: Public Health and Medical Preparedness and Section 319F-2(a) of the
Public Health Service Act. Through this review, the PHEMCE examines all SNS content,
identifies and prioritizes formulary gaps, and recommends corrective actions to close those gaps.
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The ultimate goal is to minimize the public health impact of events caused by high priority
threats through the effective delivery of MCMs.

Recommendations are based on stockpiling goals established by the PHEMCE. The PHEMCE
also considers various formulary options and recommends stockpile reductions in areas with
minimal impact as possible impact on national MCM preparedness. In recent years, the amount
of anthrax vaccine in the SNS has been reduced to allow for other critical acquisitions against
anthrax and other high priority threats.

13) I asked Dr. Lurie about how anthrax ended up in the strategic national stockpile
because my staff received documents showing that this was not originally a priority for
the strategic national stockpile, and in response, she stated that “It is a therapeutic that
potentially could be effective against an antibiotic resistant anthrax infection and when
present antibiotic therapy is not working.” This answer sounds very theoretical to me.
It “potentially could” be effective in the very specific situation where we have an
antibiotic resistant anthrax infection AND when present antibiotic therapy isn’t
working.

During the 2001 anthrax attacks, five of the 11 individuals who contracted inhalational anthrax
died, even when treated with antibiotics. Antibiotics are only considered effective if initiated
early in the course of disease. Anthrax antitoxins offer an improved treatment option to decrease
overall mortality. Ifa drug resistant form of anthrax were used in an attack, the antibiotics
would not be effective. However, the antitoxins, which were not available in 2001, would
remain applicable. As mentioned previously, the PHEMCE strategy is to have antibiotics,
antitoxins, and vaccines available to mitigate the negative health impacts of exposure or potential
anthrax exposure.

Do we know how or if anthrax works, and, if not, what is the reasoning behind using
our limited funding on it for the strategic national stockpile when several other
priorities have yet to be funded?

Anthrax is an infectious and highly lethal disease that occurs when an infectious dose of anthrax
spores reaches deep sites within the lung. Antibiotics and vaccines are known to be highly
effective if administered very early after exposure. Anthrax antitoxins bind to one of the toxins
produced by anthrax creating a protective antigen. Antibodies are generated against the toxin,
meaning they reduce mortality. However, it takes time for the infected individual to generate
antibodies after exposure. Often, even with antibiotic treatment, the generation of antibodies to
the toxins takes too long. The administration of anthrax antitoxins provides for circulating
antibodies that can bind to protective antigen, immediately, and reduce mortality. The U.S. Food
and Drug Administration (FDA) has licensed/approved three anthrax antitoxins that have been
evaluated in studies to show efficacy under the FDA animal rule. When antitoxins were
evaluated in conjunction with an antibiotic in the animal models, they provided additional
survival benefits compared to animals who received only antibiotics.
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14) Has there even been a Material Threat Assessment issued specifically for antibiotic
resistant anthrax?

A specific MTA for multidrug resistant anthrax does not exist. The multidrug resistant anthrax
planning scenario and consequence modeling are a result of the broader April 2005 anthrax
MTA.

15) Imvamune hasn’t been approved by the FDA, and Phase III trials aren’t supposed to
start until 2017. Yet we started adding it to the stockpile way back in 2007. The World
Health Organization’s Scientific Advisory Group of Experts noted in 2014 that
Imvamune is not recommended for emergency use until more information is available
regarding its efficacy and safety. In fact, one paper in the scientific journal Biosecurity
and Bioterrorism stated unequivocally, “There is no apparent programmatic use for the
vaccine at this time.” What is the rationale for stockpiling something that the World
Health Organization says should not be stockpiled?

As you may know, ASPR was authorized by the Pandemic and All-Hazards Preparedness Act in
December 2006. Within that authorizing language, ASPR was instructed to develop MCMs for
the entire population, including at-risk populations. Imvamune was stockpiled in 2007 after the
FDA determined that sufficient safety, efficacy, and manufacturing data existed to potentially
use the vaccine under an Emergency Use Authorization (EUA) for individuals at risk for a
serious adverse reaction to the licensed smallpox vaccine, ACAM2000, in the event that a public
health emergency is declared. In particular, this pre-EUA includes individuals of all age groups
with HIV and atopic dermatitis.

In June 2007, BARDA awarded a contract to Bavarian Nordic to manufacture Imvamune, a
Modified Vaccinia Ankara (MVA) smallpox vaccine. The Imvamune vaccine was first delivered
to the SNS in 2010 and was developed to augment, not replace, ACAM2000. Bavarian Nordic
initiated its pivotal, Phase I1I safety and immunogenicity study in March 2015, which is designed
to show non-inferiority to ACAM2000.

The World Health Organization’s (WHO) Scientific Advisory Group provided

recommendations, but the WHO actually requested that a portion of the smallpox vaccine
stockpile include Imvamune.
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Senator Rob Portman

1) In your testimony you mention the coordinating bodies at work during crises—
specifically the Public Health Emergency Medical Countermeasures Enterprise
(PHEMCE) and the Disaster Leadership Group (DLG)—whose role it is to coordinate
and collaborate with a broad range of stakeholders and agencies during emergencies.
While you mention the PHEMCE initiated an early response to Ebola, I think many of
us also remember the many systematic problems that led to an uncoordinated and slow
response to Ebola.

Based on your role as Acting BARDA Director and Acting Deputy Assistant Secretary
at ASPR and the involvement in the Ebola response, what were the major lessons
learned for your agency? How have you worked to address any lack of coordination
and improve on the agency’s response for the future?

In June 2016, the Department of Health and Human Services (HHS) released a formal report
titled Report of the Independent Panel on the U.S. Department of Health and Human Services
Ebola Response. Within the report, an independent panel identified lessons learned and
developed recommendations to improve HHS and United States Government (USG) leadership
and coordination for future public health threats. The report can be found at:
http:/www.phe.gov/Preparedness/responders/ebola/EbolaResponseReport/Pages/default.aspx.

In response to the independent panel’s report, HHS released the U.S. Department of Health and
Human Services Ebola Response Improvement Plan in June 2016, which describes the steps the
Department will take to address the recommendations of the independent panel. The report is
available on ASPR’s website at:
http://www.phe.gov/Preparedness/responders/ebola/Documents/EbolalP.pdf.

2) While I understand Zika is different from the Ebola epidemic we faced in 2014, I think
we would benefit from applying lessons learned during the rapid spread of Ebola in
2014. In 2014, Congress appropriated $5.4 billion in emergency funding to combat
Ebola, specifically by providing funding to the FDA and the Biomedical Advanced
Research Development Authority to support the development of rapid diagnostics and
treatments. I think Zika provides us with an opportunity to test these new mechanisms
and utilize this new infrastructure to address Zika more rapidly than Ebola.

GAO has previously recommended that since the mission responsibilities and resources
for biosurveillance are dispersed across a number of federal agencies, efforts to develop
a biosurveillance system could benefit from focused leadership for the interagency
community. The Blue Ribbon Study Panel on Biodefense Report also highlighted that
U.S. biodefense programs lack of clear governance structure and leadership.

What is your agency doing to address these recommendations? How did the lack of

focused leadership impact the initial Ebola response? What improvements can be made
as we approach the U.S. response to Zika?
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As the principle advisor to the Secretary on matters relating to federal public health and medical
preparedness in response to public health emergencies, ASPR is consistently working on ways to
improve biodefence coordination through structures such as the Public Health Emergency
Medical Countermeasures Enterprise (PHEMCE) and the Disaster Leadership Group (DLG).
Through the PHEMCE ASPR leads engagement with key leadership across HHS to share
information and coordinate preparedness and response activities. Likewise, ASPR leads the
DLG, which is a medium for interagency partners to discuss and combine resources that produce
MCMs for identified and suspected bio threats. Both the DLG and PHEMCE are working
effectively to coordinate efforts across the Department and interagency.

With that in mind, ASPR does not manage biosurveillance programs. However, ASPR is a
consumer of biosurveillance information which helps to direct PHEMCE priorities.
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Contract Number

Brand and Generic Name of
Countermeasure Procured

Type of Countermeasure
(Purpose and Target
Population)

Purpose (of
Countermeasure)

Target Population (of Countermeasure)

radiological-nuclear

treatment of individuals

Pediatric including infants. Thyroshield is the liquid

HHS0100200500002C Potassium lodide (Thyroshield) decorporation agent exposed to radiation formulation of potassium iodide.
HHSO100200600019C BioThrax (AVA- Anthrax Vaccine anthrax vaccine prevention of anthrax Post-exposure treatment of adults exposed to
Absorbed) anthrax.
Anthrax | Globulin Int th titoxin(Polvclonal Pre-EUA for treatment of adults. Pediatric dosing
HHS0100200500007C nihrax immune S 10bulin Intravenous- |- anthrax anti .oxm( olyclona used to treat anthrax recommendations available. Product is now
AIG antibody) .
licensed for treatment of anthrax.
Approved for use in adults for treatment of
inhalational anthrax due to Bacillus anthracis in
anthrax antitoxin (monoclonal combination with appropriate antibacterial drugs and
HHS0O100200500006C ABthrax (Raxibacumab) antibody) used to treat anthrax for post-exposure prophylaxis when alternative
Y therapies are not available or are not appropriate.
Product is labeled for use in all relevant pediatric
populations.
IV Calcium/Zinc DTPA (Diethylene radiological-nuclear treatment of individuals Approved for use in adults. Pediatric and infant
HHS0100200500008C . N ; - ) . )
triamine pentaacetic acid) decorporation agent exposed to radiation dosing recommendations available
Licensed for the treatment of symptomatic botulism
HHSO100200600017C hBAT Botulinum Antltox'm (BAT) | used to treat gxposure to foIIgwmg documer}ted or suspected exposure to
Therapeutic botulism botulinum neurotoxin serotypes A, B, C, D, E, F, or
G in adults and pediatric patients
Not applicable...contract close out WE HAVE
HHSO100200500001C | rPA (Recombinant Protective Antigen) anthrax vaccine prevention of anthrax ACTUALLY BOUGHT THIS PRODUCT AND IT IS
NOW LICENSED. NEED it updated below.
Available for potential use during a declared
HHSO100200700034C Imvamune (MVA-Modified Vaccinia smallpox vaccine prevention of smallpox emergency und'elr EUA for individuals with HIV or
Ankara) atopic dermatitis to include all age ranges and
nursing and pregnant women
. . Post-exposure prophylaxis of adults exposed to
HHS0100200700037C BioThrax (AVA- Anthrax Vaccine anthrax vaccine prevention of anthrax anthrax. Vaccine is now licensed for Post-
Absorbed) .
exposure prophylaxis (PEP)
treatment of symptomatic Adults. Note: product has been used under CDC-
HHSO100201100001C ST-246 smallpox antiviral smallyoxp IND in pediatric; pediatric dosing recommendation
p may be available.
Neupogen (filgrastim, Amgen Inc.) may be effective
in increasing survival by decreasing the risk for
Anti-Neutropenia Cytokines treatment of neutropenia serious infections in humans exposed to
HHS0100201300006I Neupogen (G-CSF cytokine) -Neutropenia Cytoki in the event of a nuclear myelosuppressive radiation following a
for ARS ) . . . :
detonation radiological/nuclear incident. Product is now
approved by the FDA for treatment of ARS in
adults and pediatrics
This program is for the collection of plasma only.
HHS0100201300009I AIG Anthrax Antitoxin used to treat anthrax Plasma will be stored until current product in the
SNS begins to expire
HHS01002013000121 Valoritim Anthrax Antitoxin NA(cell bank only) | NOt @pplicable. BARDA purchased the cell bank as
a risk mitigation strategy
Approved for use in adults for treatment of
inhalational anthrax due to Bacillus anthracis in
combination with appropriate antibacterial drugs and
HHS0100201300008lI Raxibacumab Anthrax Antitoxin used to treat anthrax for post-exposure prophylaxis when alternative
therapies are not available or are not appropriate.
Product is labeled for use in all relevant pediatric
populations.
HHS0100201300010I ETI-204 Anthrax Antitoxin Not applicable Not applicable
HHS01002013000111 AVP21D9 Anthrax Antitoxin Not applicable Not applicable. BARDA purchased the cell line as a

risk mitigation strategy
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Data Universal

Contract Dates Contractor Name ameching Total Funds Obligated to Date | Total Contract Value Contract Type iz Gelien aF el
System (DUNS) Source
Number
3/17/2005 Fleming 006491351 $17,629,003 $18 M Firm Fixed Price Full and Open Competition
Only One S - Other (FAR
5/1/2005 Emergent 180488554 $242,737,000 $243 M Fixed Price nly One Source - Other (
6.302-1 other)
Cost Reimbursement and "
9/1/2005 Cangene 253134134 $160,424,719 $160 M ) : Full and Open Competition
Fixed Price
9/1/2005 Human Genome | 747057437 $339,414,352 $334 M Firm Fixed Price and Cost | = ¢\ .14 5pen Competition
Sciences Reimbursement
| - Other (FAR
12/1/2005 Akorn 62649876 $21,962,448 $22 M Firm Fixed Price Only One Source - Other (
6.302-1 other)
9/1/2006 Cangene 253134134 $465,528,871 $462 M Firm Fixed Price and Cost Full and Open Competition
Reimbursement
12/1/2006 VaxGen 6899173 $1,534,253 $2M Firm Fixed Price - IDIQ Full and Open Competition
June 2007, Sept.2011 | Bavarian Nordic 310209754 $659,154,526 $541 M, $110M FFP Full and Open Competition
Only One S - Other (FAR
9/1/2007 Emergent 26489018 $456,305,000 $456 M Firm Fixed Price nly One Source - Other (
6.302-1 other)
5/13/2011 SIGA 932651516 $432,885,825 $433 M FFP/CPFF limited competition2
9/1/2013 Amgen 962075045 $157,692,386 $158 M Firm Fixed Price Full and Open Competition
9/1/2013 Cangene 244844056 $63,404,735 $63M IDIQ Full and Open Competition
9/1/2013 PharmAthene 082804936 $1,079,538 $1M IDIQ Full and Open Competition
9/1/2013 GlaxoSmithKline 167380711 $196,832,500 $197 M IDIQ Full and Open Competition
9/1/2013 Elusys 83819511 $44,951,100 $0.00 IDIQ Full and Open Competition
9/1/2013 Emergent 189488554 $453,092 $0.00 IDIQ Full and Open Competition
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Number of Doses Procured

Cost Per Dose

Expiration Date of

Approved by the Food
and Drug

Intended for
Strategic National

Emergency Use

s o
Countermeasure Administration (FDA)? Stockpile? Authorization (EUA)?
4.8 million doses The USG paid approximately $3.70 yes yes Approved by the FDA
per dose
10 million doses [original Yes, for General use
contract for 5 million doses; . . prophylaxis but NOT for Yes (for post exposure
option exercised for additional $24.27 per dose of vaccine 4yr Expiry post-exposure yes prophylaxis)
5 million doses] prophylaxis
The USG paid approximately $8200
10,000 doses, deliveries per dose for AIG. The remaining Not yet licensed so there is
funds were associated with late . . No yes Yes
completed - no associated expiry
stage development activities to
support licensure of the product
The USG paid approximately $3100
per dose for Raxibacumab. The
65,000 doses, deliveries remaining funds were associated .
complete with late stage development Syr Expiry yes yes Approved by the FDA
activities to support approval of the
product
473,710 doses yes yes Approved by the FDA
The USG paid approximately $1200
per dose for HBAT. The remaining
funds were associated with
144’256/290’000 doses activities to support licensure of the 4yr Expiry yes yes Licensed by FDA
delivered A
product and to maintain the large
horse herd; plasma is derived from
horses.
0 Not applicable N/A
The USG paid apprOXImatgly Not yet licensed so there is
- - $18.25 per dose for the vaccine. . .
20million / 20 million doses - . no assigned expiry. Data
. i - The remaining funds are associated . No yes Yes
delivered; 288,000/4 million . A ) to support 3yr expiry as
with activities to support licensure of| :
required by contract
the product
The USG paid appro><|'mately Yes, for General use
$22.50 per dose of vaccine. The .
- L . . prophylaxis but NOT for Yes for post exposure
18.75 million doses remaining funds were associated 4yr Expiry yes :
- Lo ) post exposure prophylaxis
with activities to support licensure roohyiaxis
for Post-exposure prophylaxis prophy
The USG paid approximately $241 Not yet approved so no
per treatment course. The . ;
- - . assigned expiry. Has to CDC held IND and pre_EUA
0.920/1.7 million remaining funds were associated ) No yes
. s meet 56 month expiry package
with activities to support approval of
based on contract
the product.
The product is maintained
270,538 prefilled syringes $22.83 under vendor managed approved to treat
per syringe, 270,538 vials at inventory so does not pprove . no; vendor EUA for neutropenia resulting
X - o L neutropenia associated . A
35,203 treatment courses $273.89 per vial. Remaining funds | expire since it is rotated . ) managed inventory for exposure to ionizing
. ] ) with myelosuppressive e
support the fee associated with through the commercial therapy for cancer (VMI) radiation
vendor managed inventory. market if not needed by the Py
USG
Not applicable because the plasma
will be stored as plasma and there
10,000 dose equivalents of |will be a future_cost associated with N/A N/A yes N/A
plasma manufacturing the product to
replace doses currently in the SNS
that will expire
cell bank Not applicable N/A N/A N/A N/A
60,000 doses to be delivered $3,280 per dose 5yr Expiry yes yes Approved by the FDA
0 not applicable N/A N/A N/A N/A
cell bank not applicable N/A N/A N/A N/A
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Multi-Agent Use or

Date of Material Threat

For PBS procurement, did the

If so, date(s) of development

Commercial I Notes contractor receive BARDA funds X Funding Amount (s):
L Determination funding:
Application for development?
no September 23, 2004 No
No January 20, 2004 No
no January 20, 2004 yes FY2005-2016 $70,400,000
No January 20, 2004 Yes FY2005-2013 $28,000,000
no September 23, 2004 Yes FY 2011, FY 2012, FY 2013 $300,000
public health June 14, 2004 ves 2006-2014 $62,800,000
compassionate use
January 20, 2004 Yes* FY 2007 $2,420,000
No, not specifically.
However the MVA
vector is being MTD 2004 Yes FY 2011 $7,800,000
developed for
commercial
applications.
No January 20, 2004 No
no MTD 2004 Yes FY 2011, FY 2013 $30,500,000
Yes, there is a
commercial market for September 23, 2004
this product
The developed product
ves January 20, 2004 comes from a prior Yes 9/23/2005-4/30/2021 $160,848,139
Cangene contract
HHS0100200500007C
N/A January 20, 2004 No
The developed product
No January 20, 2004 comes fré’onr:tfa‘;t”” HEGS Yes 9/23/05-3/31/14 $359,232,456
HHS0100200500006C
N/A January 20, 2004 No
N/A January 20, 2004 No
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-Approved to treat shorten time to neutrophil
recovery following chemotherapy.
-Pre-EUA package submitted for radiation induced

treatment of neutropenia neutropenia.
in the event of a nuclear | -Safety and effectiveness in pediatric patients not
detonation established; however, available safety data indicate
that Leukine does not exhibit any greater toxicity in
pediatric patients than in adults. Not recommended
for neonates.

Anti-Neutropenia Cytokines

HHS0100201300005I Leukine (GM-CSF cytokine ) for ARS

treatment of individuals Adults and pediatrics for status epilepticus and
HHS0100201300024C Midazolam Chemical Antidote exposed to chemical [seizures associated with exposure to chemical nerve
nerve agents agents

Supports maintenance of the hyper immune horse
Horse Herd Maintenance herd. Bot antibodies are generated from horse
plasma.

Botulinum Antitoxin (BAT)

HHS0100201500012C hBAT )
Therapeutic

Technology to decrease mechanical debridement of
HHS0100201500035C NexoBrid Burn Enzymatic Debridement |burn wounds and increase potential outcome of burn
patients

Technology to decrease the volume of autograft

tissue that is needed to cover a burn wound and
reduce the associated pain and potential infection
that is associated with donor tissue site harvesting.

HHS0100201500028C ReCell Burn Autograft Sparing

A cell-based skin substitute that reduces the

HHS0100201500027C Stratagraft Burn Avrtificial Skin Substitute ) ; X
necessity for harvesting of donor tissue

A field dressing that can be applied to burn wounds,
N/A Silverlon Burn Burn Bandages removed and reapplied without complications of the
current burn gels.

" Only one vendor was able
to provide the medical
countermeasure product
(See Project BioShield
Reports 2005 - 2008).

2 Limited competition was
available for the medical
countermeasure product
due to the product
specifications, regulatory
requirements, and product
availability in the given
timeframe (See Project
BioShield Reports 2011).
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9/1/2013 Sanofi-Aventis 824676584 $36,843,339 $37M IDIQ Full and Open Competition

9/1/2013 Meridian Medical 49504624 $60,790,629 $60,790,629.05 CPFF and FFP CLIN's Full and Open Competition
Technologies

6/1/2015 Auburn University $7,000,000
9/1/2015 Mediwound $40,430,469
9/1/2015 Avita Medical $16,901,424
9/1/2015 Stratatech $59,998,027
9/1/2015 DoD/DLA $19,999,989 Interagency Agreement

$3,359,623,316
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4,340 treatment regimens

66,700 vials at $198.74 per vial.
The remaining funds are associated
with studies to support approval of
the product for neutropenia
resulting from exposure to ionizing
radiation (ARS)

The product is maintained
under vendor managed
inventory so does not
expire since it is rotated
through the commerecial
market if not needed by the
USG

approved to treat
neutropenia associated
with myelosuppressive

therapy for cancer

no; vendor
managed inventory
(VMI)

BARDA is providing support
for additional studies that may
be necessary to support
emergency use for
neutropenia resulting from
exposure to ionizing radiation
and to support the approval for
this indication

0/2.3 million doses

Adult Autoinjectors 653,100 $28.88
per autoinjector, pediatric
autoinjectors 123,350 $32.68 per
autoinjector, 675,375 multi dose
vials to make up remainder of 2.3M
doses at a cost of $6.88 per vial.
Remaining funds are associated
with activities to support approval
for adults and pediatrics for status
epilepticus and seizures associated
with exposure to chemical nerve

3yr expiry

approval for preoperative
sedation/anxiolsis/amnes
ia

yes; ChemPACK
replenishment

Possibly. Working with
PHEMCE partners to include
DOD and NIH

agents.
N/A
Yes
Yes
Yes
30,422 bandages Yes
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Yes, there is a
commercial market for September 23, 2004
this product

yes September 28, 2011

$722,300,595
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Dr. Stephen Redd
Centers for Disease Control and Prevention
Responses to Questions for the Record
Senate Homeland Security and Government Affairs Committee
“Federal Perspective on the State of Our Nation’s Biodefense”
April 14, 2016

Senator Kelly Avotte:

1. On April 13, the Centers for Disease Control and Prevention announced that there is now
definitive evidence that the Zika virus causes microcephaly and other serious brain defects in
infants. The CDC also estimated that up to 30 percent of women in infested areas may eventually
contract Zika. Our neighbors in Puerto Rico have already been severely impacted by the virus.
There have been travel-associated cases of Zika in my home state of New Hampshire.

a. How is the CDC coordinating with other relevant federal agencies, as well as state
departments of health and health departments in Puerto Rico, the U.S. Virgin Islands, and
American Samoa in the fight against Zika?

CDC'’s State Coordination Task Force, one of several CDC Zika response incident management teams,
works very closely with state and territorial public health departments, including those in Puerto Rico,
U.S. Virgin Islands, and American Samoa. CDC deployed senior epidemiologists and other subject
matter experts to these territories to help manage the local response. In addition, the State Coordination
Task Force established desks with dedicated staff who are in daily contact with CDC and local health
department staff to provide technical assistance and to coordinate responses to requests for information
and resources. CDC also works closely with the territories to help them develop Zika response plans and
funded a $6.5 million contract to provide dedicated Zika response staff to the Puerto Rico Department of
Health and other territories to ensure continuity of response operations.

Many of the CDC Zika response activities currently underway support state, local, tribal, and territorial
health department response activities. Examples of these activities include:

e Improving laboratory testing surge capacity

e Deploying CDC staff to affected areas

e Providing vector control guidance and services

e Conducting maternal health surveillance and outreach, including implementation of a U.S.

pregnancy registry
e Providing risk communications materials
e Developing Zika prevention recommendations

CDC planning guidance for states, territories, and localities include:
e Guidance on a risk-based plan that includes actions to be considered upon laboratory
confirmation of the first locally acquired case of Zika virus infection in their jurisdiction and
a support tool for them to consider a phased response to Zika virus.
e Guidance for vector control that accompanies the phased risk-based plan.
e Resources for risk communication.

On April 1, 2016 CDC hosted a Zika Action Plan (ZAP) Summit to:



17-01174_010972;17-01174_010972;17-01174_010973;17-01174_010974,17-01174_010975;17-01174_010976;1...

e Provide senior state and local officials with information and tools needed to improve Zika
preparedness and response within their jurisdictions.

e Increase knowledge on the latest Zika science, including implications for pregnant women.

e Increase knowledge of crisis and risk communication principles.

e Accelerate readiness for local response to Zika transmission through training and technical
assistance to help jurisdictions establish surveillance and identify best practices for vector
control.

During the ZAP Summit, CDC obtained feedback from participants on challenges and issues that
required follow-up. Based on that feedback, CDC initiated a series of teleconferences in 2016 to provide
updates on key areas of interest. They include:

Communications: May 6

Pregnancy and Birth Defects: May 11

Vector Surveillance/Control: May 17

Sexual Transmission/Pregnancy Planning: June 2

Epidemiology: June 8

e Diagnostics/Laboratory Capacity/Testing Interpretation: June 13

CDC announced availability of funds to accelerate state and local Zika response planning.
e Public Health Preparedness and Response (PHPR) Cooperative Agreement for All-Hazards
Public Health Emergencies ($25 million):
= 4] state, 4 locality, and 8 territorial applicants. Eligibility is based on the geographic
locations of the two mosquitoes known to transmit the Zika virus (Aedes aegypti and
Aedes albopictus).
= Supports building specific capabilities such as to respond to Zika virus disease, to
reduce the spread of Zika associated with A. aegypti and A. albopictus mosquitoes,
and to minimize maternal-fetal transmission of Zika virus.
e Epidemiology and Laboratory Capacity for Infectious Diseases funding:
= Zika epidemiology and laboratory testing ($39 million) and Zika vector control
and surveillance ($15 million).
e U.S. Zika Pregnancy Registry. Total funding amount of approximately $8.5 million.

Examples of how CDC is coordinating with other federal agencies are noted in responses to sub-
questions (b) and (c) below.

b. Has there been a formal plan developed that is comprehensive in nature and that
focuses on interagency coordination at the state and federal levels, prevention, and
response?

Yes. CDC actively participated in the development of an HHS Zika response plan (United States
Department of Health and Human Services Zika Virus Disease Preparedness and Response Plan for
Areas at Risk for Local Zika Virus Transmission and High-Volume of Travel Associated Cases), and
response plans for Puerto Rico and other affected territories.

CDC also provided guidance for states and localities to develop plans that includes a phased response
comprising four categories of risk:

1. preparation (vector present or possible in jurisdiction)
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2. mosquito season (4. aegypti or A. albopictus mosquito-biting activity)

3. confirmed local transmission (single case, or cases clustered in a single household/community in
a county or jurisdiction)

4. widespread local transmission (multiple locations within a county/jurisdiction).

Each risk category includes recommended response activities in the following targeted areas: response
action, communication, surveillance, laboratory testing, vector control, outreach to pregnant women, and
blood safety.

CDC also provided guidance to state, tribal, local and territorial jurisdictions to conduct response
exercises. CDC recommends that all 50 states, Puerto Rico, the U.S. Virgin Islands, and U.S. Affiliated
Pacific Islands exercise portions of their Zika Action Plans as the ongoing outbreak necessitates.

c. If so, could you provide details that demonstrate how these agencies are working together?
CDC is collaborating with multiple agencies on the Zika response. These activities include:

e Vector control:

=  Environmental Protection Agency (EPA) provided emergency use permits for
In2Care mosquito traps, which include an insecticide that attracts mosquitoes that
transmit Zika virus and LifeNet bed nets. Section 18 permits are also pending for
other mosquito control products.

= Department of Transportation (DOT) and the EPA on disinfection recommendations
for aircraft.

»  Department of Defense (DoD) on providing training to mosquito control application
teams.

* Navy Entomology Center of Excellence to identify novel mosquito products and
application technologies which could be utilized to control Zika outbreaks.

= DoD to assess the presence of the mosquito vector in the Republic of the Marshall
Islands (RMI) and the ability of RMI to control the vector.

e International:

» The United States Agency for International Development (USAID) is transferring
$78M to CDC for the Zika response; CDC is working closely with USAID to identify
projects for these resources.

e Blood safety:

= CDC has been working closely with state, local, and territorial health departments,
the U.S. Food and Drug Administration (FDA), the Biomedical Advanced Research
and Development Authority (BARDA), public health partners such as the Council of
State and Territorial Epidemiologists, and blood collection organizations to ensure a
safe and sustainable U.S. blood supply. These efforts include providing guidance on
implementing FDA recommendations for donor deferral, donor screening, and
product management to reduce the risk of transfusion-transmission of Zika virus.

e Research:

= National Institutes of Health (NIH) to facilitate the transfer of research efforts into

products and services that will effectively combat Zika.
e Puerto Rico collaboration:

=  CDC linked the Puerto Rico Housing Authority (part of the U.S. Department of
Housing and Urban Development) to partners, including Home Depot, to explore
methods and strategies to mosquito-proof homes.

3
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e Diagnostics:
= BARDA to expand laboratory diagnostics manufacturing in the short-term and
encourage commercial production of the immunoglobulin (IgM) assay in the long-

term.

2. About a month ago, Senator Burr and I wrote to FDA to urge the agency use its authority to
place Zika virus on the FDA’s Priority Review Voucher program list of qualifying Neglected
Tropical Diseases. Such a designation would help accelerate much needed research on Zika and
even potentially lead to a Zika vaccine or treatment by leveraging private investment. In 2014, I
cosponsored a bill that was signed into law which placed Ebola on the same priority review list.

In their response to our letter, the FDA noted that it did not believe the Zika virus met the criteria
for the Priority Review Voucher program because there “appears to be a significant market for
Zika virus medical products in developed nations” thereby making Zika ineligible for the
program. I was disappointed in this response.

a. Do you disagree with the FDA’s finding that Zika would not be a good candidate for its
Priority Review Voucher program?

S. 2512, signed into law on April 19, 2016, adds the Zika Virus to the list of tropical diseases
included under the FDA Priority Review Voucher Program.

b. Can you put into context the threat that Zika poses versus our current ability to mitigate
the spread of the virus?

Zika virus is transmitted primarily through the bite of an infected Aedes species mosquito (4. aegypti
and A. albopictus). These are the same mosquitoes that spread dengue and chikungunya viruses. Forty-
one states have the type of mosquitoes that can become infected with and spread Zika virus.

Predicting the degree of any local transmission is difficult as many different ecological, environmental,
and human factors influence the likelihood of any transmission. Some of these factors include the time
of year, weather patterns, population density, type of housing, penetrance of air conditioning or screens,
presence of vector breeding sites, and human behavior. These factors influence the number of mosquito
vectors around an infected person and the likelihood of the vector biting another person. Experience
with local transmission of dengue and chikungunya, other Aedes-transmitted viruses, in the continental
United States in recent years might be predictive; in all cases, when local transmission occurred, it was
of limited duration and affected few people. While dengue and chikungunya diseases provide a
predictive model, and suggest that any outbreaks in the U.S. mainland are likely to be relatively small
and localized, we cannot predict the extent of any local transmission of Zika virus with complete
confidence due to the variety of factors that can influence transmission.

CDC continues to work at the highest level of response along with state, local, and territorial health
officials to understand the risks Zika virus poses to people and quickly share what we learn. The agency
collaborates with public health partners and with state health departments to alert healthcare providers
and the public about Zika, to provide state health laboratories with diagnostic tests, to publish guidelines
for testing of people with suspected Zika, and to publish guidance documents for response planning.

¢. Shouldn’t that be a key component when considering ways to expedite the ability to
produce a safe and effective vaccine or an improved diagnostic test?

4
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Yes, since the beginning of the Zika response, CDC received Emergency Use Authorizations (EUAs)
from FDA for two new diagnostic tests for Zika virus. The CDC Zika IgM Antibody Capture Enzyme-
Linked Immunosorbent Assay (Zika MAC-ELISA) detects antibodies that the body makes to fight a
Zika virus infection. The test is used on blood samples from people with a history of symptoms
associated with Zika and/or people who have recently traveled to an area during a time of active Zika
transmission. The Trioplex Real-time (RT)-PCR Assay allows doctors to tell if an individual is currently
infected with chikungunya, dengue, or Zika using one test, instead of having to perform three separate
tests. As of June 6, 2016, 38 laboratories (in 32 states including District of Columbia (DC), 3 DoD
laboratories) have completed verification panels for the Zika MAC-ELISA test. Seventy-four
laboratories including 15 DoD laboratories in 39 states and DC and Puerto Rico have completed
verification panels for the Trioplex test. These diagnostic tools were developed by CDC and granted
EUAs earlier this year.

CDC is building laboratory capacity and infrastructure to test for Zika virus and other infectious diseases
across the U.S. by providing critical laboratory supplies, reagents, equipment, and training for diagnostic
testing and surveillance activities in states and territories. CDC resources are supporting laboratory surge
capacity, which will help meet state testing needs, especially in Puerto Rico. In addition, CDC continues
to work on improving diagnostics for Zika.

In preparation for a possible increase in demand, additional CDC laboratories have been trained and
equipped to accept specimens for Zika testing. CDC can respond to an increase in demand and expand
capacity through training additional staff at CDC and within state and local health departments via the
Laboratory Response Network (LRN). CDC also partners closely with the Association of Public Health
Laboratories (APHL), which can assist with expansion of laboratory capacity. Availability of a
commercial manufacturer of the diagnostic tools would also assist with capacity.

Senator Tammy Baldwin:

Dr. Redd, thank you for CDC’s ongoing work to investigate and respond to the recent and
concerning outbreak of Elizabethkingia anophelis in Wisconsin.

1. How is CDC supporting the Wisconsin Department of Health Services’ disease
preparedness and response efforts and capabilities during this Elizabethkingia
investigation?

CDC provides support to Wisconsin through multiple funding awards to help support the state’s
response to infectious disease outbreaks. In Fiscal Year (FY) 2015, Wisconsin received $3,028,480 from
CDC through the Epidemiology and Laboratory Capacity for Infectious Diseases (ELC) cooperative
agreement. This funding supports outbreak investigations through expanded epidemiology and
laboratory capacity, including cross-cutting epidemiology and laboratory staff. CDC also provided
Wisconsin $10,844,792 in FY 2016 through the Public Health Emergency Preparedness (PHEP)
cooperative agreement. This program funds state, local, and territorial health departments to improve
readiness to respond to public health emergencies.

Beyond funding, a CDC Epidemic Intelligence Officer assigned to and stationed in Wisconsin was
integral to the initial Elizabethkingia investigation. A total of 19 CDC investigators were deployed to
Wisconsin to provide onsite technical assistance to the Wisconsin Department of Public Health (WDPH)
from February 14, 2016 (the date of the hearing) through April 17, 2016. More than 70 epidemiologists,
laboratory staff, and leadership in CDC’s Division of Healthcare Quality Promotion; Division of High-
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Consequence Pathogens and Pathology; and Division of Foodborne, Waterborne, and Environmental
Diseases at CDC Headquarters in Atlanta are providing substantial support.

The joint CDC-WDPH investigation eventually identified 66 cases of primarily community-associated
infections, all occurring in southeastern Wisconsin, northeastern Illinois, or western Michigan, with
specimen collection dates from November 23, 2015 to May 30, 2016. CDC assisted in patient
interviews and clinical data review to identify potential patient exposures, conducted point prevalence
surveillance of patients and contacts, environmental sampling, and provided laboratory testing and
technical assistance for patient and environmental isolates. The patients have a variety of healthcare and
community exposures and co-morbidities. Hypothesis generating interviews, structured interviews, and
environmental sampling did not identify a food, water source, personal care product, healthcare product,
or healthcare setting as a point source.

CDC recently deployed additional investigators to Wisconsin on July 18, 2016 in a further attempt to
identify an organism source. CDC investigators will assist WDPH to identify common exposures
through patient focus group interviews with small groups of patients with related isolates. CDC and
WDPH will then apply the findings from the patient focus group interviews to identify prevention and
control measures.

2. How is CDC assisting Wisconsin’s public health laboratories in this investigation, including
working to identify a source of the outbreak and the rapid testing of Elizabethkingia
samples?

CDC work on the Elizabethkinga outbreak includes genetic and microbiological testing and analysis,
determining growth characteristics, and creating specialized selection media for isolation. Informatics
specialists, epidemiologists, and academic partners have tested samples for antibiotic resistance,
performed genome sequencing, and conducted multiple analyses to shed light on the source of this
outbreak. CDC is also developing new screening tools, such as an Elizabethkingia specific Real-time
polymerase chain reaction (RT-PCR), which is now able to help screen samples.

CDC continues to work closely with investigators in Wisconsin and Illinois in the continuing
investigation and in identifying the source of Elizabethkingia anophelis (E. anophelis) infections.
Wisconsin and CDC distributed information to public health departments and clinical partners to ensure
effective diagnosis, treatment, and surveillance of illnesses. CDC’s laboratory continues to receive and
analyze Elizabethkingia isolates from states across the country to help determine if they are E. anophelis
species, and if they represent related or different clusters of cases. As of July 20, 2016, CDC has tested
several hundred isolates related to the outbreak, including point prevalence surveillance swabs from case
patients and contacts, suspected medical and personal care products, and environmental samples. This
type of surveillance will continue as a critical component of the epidemiologic, environmental, and
laboratory investigation to determine the source of infections.

3. The Blue Ribbon Study Panel on biodefense emphasized the importance of implementing
“One Health” principles in order to address the nation’s biodefense needs. But the panel
also recognized serious shortcomings, where agencies specialize in either human health or
animal health, but where wildlife authorities are “rarely included at all.” With the real
and escalating risk associated with emerging diseases of wildlife origin, how does the CDC
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leverage the expertise of the USGS National Wildlife Health Center and academic partners
such as University of Wisconsin-Madison to bolster the effectiveness of the “One Health”
approach to address emerging infectious disease concerns? What increases in capacity
and resources at the National Wildlife Health Center are necessary to support CDC’s goals
under the “One Health” approach?

The One Health concept recognizes that the health of humans is connected to the health of animals and
the environment. Animals, including wildlife, share our susceptibility to some diseases and
environmental hazards. Because of this, animals are not only potential vectors for human disease but can
serve as early warning signs of potential human illness. For example, birds often die of West Nile virus
before humans get sick with West Nile virus fever.

The USGS National Wildlife Health Center is therefore an essential One Health partner due to its
expertise on wildlife issues. CDC is currently discussing a collaboration with the National Wildlife
Health Center on a study regarding non-human reservoirs for Zika virus in vertebrate animals such as
primates, reptiles, and birds. The National Wildlife Health Center’s expertise in wildlife field work
would be extremely valuable for the success of the study. The National Wildlife Health Center and the
University of Wisconsin-Madison participate in the National Animal Health Laboratory Network
(NAHLN), a network of laboratories focused on diseases of animals, such as avian influenza, which
have the potential to harm humans. Diagnostic testing through laboratories in the NAHLN can provide
vital information to CDC about potential reservoirs of zoonotic diseases throughout the United States.
CDC defers to the National Wildlife Health Center to determine the capacity and resource increases that
are necessary to monitor disease and assess the impact of disease on wildlife populations.

Senator Thomas R. Carper:

1. Inits 2011 Report, the General Accounting Office reported that there is no individual or entity
with responsibility, authority, and accountability for overseeing the entire biodefense
enterprise and recommended that the Homeland Security Council consider establishing a focal
point to oversee these efforts. The number one recommendation included in the Bipartisan
Report of the Blue Ribbon Study Panel on Biodefense is to institutionalize biodefense in the
Office of the Vice President of the United States to ensure that biodefense will be addressed by
every Administration at the highest levels. The second recommendation is to establish a
Biodefense Coordination Council at the White House, led by the Vice President.

a. Do you support establishing one individual or entity to coordinate these efforts or think
that the existing structure is sufficient?

b. How else could we improve coordination across the government in biodefense
activities?

Please see HHS responses.



17-01174_010972;17-01174_010972;17-01174_010973;17-01174_010974,17-01174_010975;17-01174_010976;1...

2. In its final report, the Blue Ribbon Study Panel issued more than 33 recommendations for
action by the Executive Branch. Please explain what activities your Department or Agency is
taking to address the select recommendations listed below from the report and note whether
the activities have begun, are completed or have not yet started. Please also note
recommendations that you do not intend to fulfill and why not. Please provide a response for
each recommendation below that applies to your Department or Agency:

c. #8 — Prioritize and align investments in medical countermeasures among all federal
stakeholders.

CDC is part of the Public Health Emergency Medical Countermeasures Enterprise (PHEMCE), which
defines and prioritizes requirements for public health emergency medical countermeasures. Created by
HHS in 2006, PHEMCE is a coordinated interagency effort led by the ASPR and includes two HHS
agencies in addition to CDC: FDA and NIH. PHEMCE also includes interagency partnerships with the
DoD, Department of Homeland Security (DHS), Department of Veterans Affairs, and United States
Department of Agriculture. PHEMCE coordinates the research, development, procurement, and
preparation for the effective utilization of antiviral medical countermeasures among the civilian
population.

e. #10 — Establish a national environmental decontamination and remediation capacity.

This question applies largely to the Federal Emergency Management Agency (FEMA) and the
Environmental Protection Agency (EPA). The response below is relevant to #10(c), regarding studies of
those exposed to biologic agents.

The nation depends on emergency responders to preserve the public’s safety and health when disasters
strike. To successfully meet this challenge, emergency responders must be protected from the hazardous
conditions that disasters and other emergencies create, whether natural or manmade. A plan for
monitoring emergency responder health and safety is an important part of protecting them.

CDC worked with the U.S. National Response Team (NRT) and a number of federal agencies, state
health departments, labor unions and volunteer emergency responder groups to develop the Emergency
Responder Health Monitoring and Surveillance (ERHMS) system. The ERHMS framework provides
guidelines for protecting the health and safety of emergency responders before, during, and after
deployments. This surveillance system was initiated in response to lessons learned from 9-11 and other
emergency events, and information and actions recommended under the ERHMS framework can inform
decisions regarding the need for long term monitoring of responders. CDC encourages organizations to
adopt this system to help ensure the health and safety of responders before, during, and after a response.
Additional information about this framework can be accessed at
http://www.cdc.gov/niosh/topics/erhms/.

f. #11 — Implement an integrated national biosurveillance capability.

The Nation’s biosurveillance capability is founded on public health surveillance systems developed and
strengthened by state and local health departments with support from CDC. A range of surveillance
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systems contribute to the nation’s capacity for early detection, rapid characterization, and effective
response to public health threats.

CDC is implementing an overarching Surveillance Strategy, including improving standardization and
commonality of platforms across CDC systems, reducing duplication, tackling workforce and
informatics challenges at CDC and State and local public health systems, and reducing the burden of
participation in surveillance for healthcare and public health. Implementation of the Surveillance
Strategy will improve the agency’s overall capabilities to work with other public and private health
systems. The improvements will advance our data systems in a way that clinicians, state and local
public health agencies, and CDC can more rapidly share information to take effective public health
action to promote health security and reduce reporting burden by eliminating redundant reporting.

Several on-going initiatives support Surveillance Strategy implementation and integration. Each of these
initiatives seeks to improve the quality and timeliness of surveillance data reporting to CDC while also
reducing burden on, and providing additional value to, STLT health departments. Examples of on-going
systems and initiatives included in CDC’s overarching surveillance strategy include:

National Syndromic Surveillance Program: Promotes and advances a syndromic surveillance system
for the timely exchange of data received through the BioSense platform primarily from emergency

department visits in participating state and local jurisdictions. These data are used to improve
nationwide situational awareness and to enhance responsiveness to hazardous events and disease
outbreaks.

National Notifiable Diseases Surveillance System Modernization Initiative: This program is a
nationwide collaboration enabling local, state, territorial, federal, and international public health
agencies to share notifiable disease-related health information received from hospitals, healthcare
providers, and laboratories within participating jurisdictions. Public health uses this information to
monitor, understand, control, and prevent the occurrence and spread of state-reportable and nationally

notifiable infectious and noninfectious diseases, conditions (e.g., measles, viral hemorrhagic fever,
anthrax, Legionnaires Disease), and outbreaks. Ongoing improvements will increase reporting
standardization, timeliness, and data quality.

The Electronic Laboratory Reporting Initiative: This initiative is increasing the proportion of test
results reported electronically to health departments and CDC by commercial clinical laboratories and
public health laboratories. Building capacity to electronically receive reports of cases of notifiable
conditions and track diseases with pandemic potential in real time will enable us to more rapidly share
information and take effective public health action.

The Electronic Death Reporting Initiative: This initiative has been accelerating and enhancing the
completeness of cause-of-death reporting nationwide, enabling near real-time mortality surveillance.
The initiative currently funds 35 states to increase timeliness of transmission of mortality records to
CDC. CDC plans to provide additional funding to states to work on timeliness and quality of the
mortality records, with an emphasis on mortality records for drug-related causes of deaths. Since 2010
timely transmittal (within 10 days of death) of mortality records from states to CDC increased from 7%
to 47%. Faster transmission enables CDC to transform the National Mortality System into a near, real-
time public health surveillance system.
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Workforce development: The CDC Surveillance Strategy includes development of a public health
workforce training and support plan to improve surveillance systems and to address technological
considerations practitioners face. Training and development will ensure a healthy informatics vision and
governance, skilled workforce, and effective use of a well-designed system.

CDC Integrated Surveillance Platform: CDC is modernizing its systems by designing, developing,
and adopting an initial set of services that will form the beginnings of a cloud and web based data
collection information technology platform. When fully implemented, this platform would support
public health surveillance data collection, analysis, and dissemination efforts across the agency and with
public health partners. The Platform would enable public health programs to use surveillance data more
quickly and efficiently.

i. #14 — Improve surveillance of and planning for animal and zoonotic outbreaks.

Although human and animal health agencies typically are in independent government departments, these
agencies work collaboratively on public health issues involving the animal-human-ecosystem interface
using an interdisciplinary One Health approach. Establishing and maintaining relationships between
these agencies prior to outbreaks is essential to an effective response. To that end, animal health and
human health programs within CDC, FDA, the United Stated Department of Agriculture-Animal and
Plant Health Inspection Service (USDA-APHIS), USDA Food Safety and Inspection Service (FSIS),
and DHS maintain liaisons embedded in each other’s organizations to ensure ongoing and daily
collaboration in surveillance, detection, and response. In addition, CDC, FDA and USDA have more
formal institutional collaboration in certain areas. For example, the three agencies, together with state
and local health departments, run the National Antimicrobial Resistance Monitoring System for Enteric
Bacteria (NARMS), which tracks antibiotic resistance across food animals and human foodborne
diseases.

Recent public health emergencies that involved One Health collaboration between CDC and USDA
include a variety of foodborne outbreaks, human salmonellosis linked to backyard poultry flocks and
other animals, and One Health response to Highly Pathogenic Avian Influenza HS5 Outbreaks.
Additionally, FDA and USDA worked very closely to investigate the initial outbreak of Porcine
Endemic Diarrhea Virus in the U.S. These collaborative investigation teams allow for real-time sharing
of human and animal health data to better identify the source of the outbreaks and reduce the risk of
continued transmission and illness to both people and animals.

j- #15 — Provide emergency responders with the resources they need to keep themselves
and their families safe.

CDC provides emergency responders with resources to keep themselves and their families safe through
several programs.

e Anthrax vaccine
» Anthrax vaccine from the Strategic National Stockpile (SNS) supports the DoD’s
vaccination program for active duty service members, as part of the joint stockpiling
arrangement between DoD and CDC established in 2008. Through this interagency
agreement, anthrax vaccine from SNS holdings is held in a reserved quantity for DoD
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requirements and delivered prior to expiration in order to meet the demand for
anthrax vaccination of DoD personnel. DoD reimburses CDC for the vaccine received
to fund replacement of the product delivered to DoD.

= CDC and HHS support the DHS’ development of an anthrax vaccination program
pilot for first responders. CDC commits to providing vaccine from the SNS that is
near its expiration date to support the pilot program and supports meeting the goals of
implementing a safe and effective vaccination program without compromising other
ongoing preparedness activities or reducing response capabilities through
participation in the pilot.

e Disaster Science Responder Research (DSRR) Program

* The goals of the DSRR are: 1) to identify critical topic areas needing further research
to better protect emergency responders, and 2) to implement a framework that allows
for responder research to be started quickly when a disaster or emergency occurs,
without interfering with the response itself. The types of research conducted may
include: the impact of a novel exposure, unexpected or severe health effects, the
effectiveness of a proposed intervention, mental health/resilience issues, disease
outcomes with latency periods, and take-home exposures. We believe the results of
this research will lead to reduced health risks for responders, and to improvements in
the effectiveness of emergency responses. Additional information can be found on
our website: http://www.cdc.gov/niosh/topics/disasterscience/default.html

e National Personal Protective Technology Laboratory (NPPTL)
= Established in 2001 with a primary focus on improving worker safety and health

through better personal protective technologies.

= Mission is to prevent work-related injury, illness and death by advancing the state of
knowledge and application of personal protective equipment (PPE).

* One of the key goals of the NPPTL is to develop the scientific basis for PPE
guidelines and requirements in advance of a biological event. Through audits and
respirator certification, CDC improves the quality and inventory of respiratory
protection for workers in multiple industries, including those involved in biological
response. In FY 2015, CDC completed 364 certified respirator decisions, including
733 new approvals, and 173 complete respirator audits. CDC supported the use of
PPE in the Ebola response by completing testing on PPE ensembles used in West
Africa to provide additional heat stress mitigation guidance and improving the test
methods used for assessing liquid and viral barrier performance of PPE.

= CDC also collaborated with the Occupational Safety and Health Administration
(OSHA) to publish recommendations for hospital respiratory protection program
managers.

e Fire Protection Research Foundation

» [Initiated in FY 2015, CDC is collaborating with the Fire Protection Research
Foundation to establish cleaning procedures for firefighter PPE.

» This research and development effort is being conducted to establish clear and
definitive guidance for the fire services for applying cleaning and decontamination
procedures that effectively remove both chemical and biological contaminants.
Firefighter exposure to persistent harmful contaminants in PPE is an increasingly
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serious problem both on the fire ground to highly toxic substances including a variety
of carcinogens, and more insidiously to an increasing range of infectious pathogens
that are encountered in patient care and different emergency operations.
e Study to evaluate DHS’ chemical, biological, radiological, and nuclear (CBRN) assessments

= Approved in FY 2016, CDC is evaluating the latest DHS hazard assessments to
identify the most likely chemical and radiological agent threats that would be used in
an intentional or unintentional large scale release or a natural disaster.

= Assessment will include testing the filtration efficacy of currently fielded National
Institute for Occupational Safety and Health (NIOSH) CBRN certified air purifying
respiratory protective devices (APRs) against these chemical and radiological agents.
It is vital to know whether the currently fielded NIOSH CBRN APRs can provide
adequate respiratory protection against these newly emerged chemical and
radiological agent threats to ensure the first responders are protected.

I. #18 — Establish and utilize a standard process to develop and issue clinical infection
control guidance for biological events.

CDC is the lead federal agency for developing infection control guidelines that U.S. health care facilities
can use when implementing local protocols and procedures. Key related activities include:

e Healthcare Infection Control Practices Advisory Committee (HICPAC):
» CDC maintains this federal advisory committee that includes experts from throughout

the federal government and private sector, and representatives from professional
societies, hospital associations, public health associations, healthcare accreditation
organizations, and consumer groups.

= HICPAC advises the agency on healthcare-related issues and infection control.

» Advisory committee meetings and calls are open to the public; all
draft recommendations of the advisory committee are posted in the Federal Register
for public comments, which are summarized and discussed at public meetings. Once
finalized, recommendations such as these sometimes are promulgated into regulations
and oversight requirements by occupational safety and health regulatory authorities
such as OSHA and the Centers for Medicare & Medicaid Services (CMS), as well as
other non-governmental entities like The Joint Commission.

e Multidisciplinary group of CDC experts:

= Convened during infectious disease public health emergencies, this group includes
CDC experts in healthcare infection control and quality, occupational safety and
health, clinical experts, and experts in particular pathogens (influenza virus, Ebola
virus, Middle East Respiratory Syndrome Coronavirus) to review existing healthcare
recommendations.

» In situations where a new or emerging infection occurs and there is a lack of available
data, CDC develops interim guidance based on the best information available (e.g.,
existing CDC guidance for similar diseases, current epidemiologic and laboratory
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information, peer-reviewed evidence, and expert opinion), including published
literature and field experience. Interim guidance is specifically written to allow
flexibility in implementation so that protocols and procedures can take facility-
specific characteristics (like facility design or types of supplies available) into
consideration across health care settings.

* Draft guidance is shared with other federal health agencies as part of the formal
governmental clearance, and input is incorporated before posting as interim guidance
on CDC’s website. During the process, CDC also gets input from clinical experts
(e.g., Emory University and Nebraska Medical Center during the outbreak involving
the Ebola virus).

= CDC actively engages the healthcare, occupational safety, labor union and public
health communities to disseminate the recommendations. Feedback from users about
the interim guidance, along with emerging information, is used to refine
recommendations in real-time throughout the emergency, with updates documented
on the CDC website.

m. #22 — Develop and implement a Medical Countermeasure Response Framework.

CDC currently develops, distributes and updates guidance on medical countermeasure (MCM) planning
requirements for state and local partners. In 2013, CDC released “Distributing and Dispensing Strategic
National Stockpile Assets: A Guide for Preparedness, Version 11.”!

This guidance includes information and planning considerations on all aspects of the state and local
functions necessary to request, receive, and utilize MCMs from SNS. It provides detailed information
on the resources and capabilities required for all hazards preparedness, and recommends additional
development of threat specific plans to address the challenges associated with differing threats to public
health. For example, effective response to a large scale anthrax exposure requires different MCM
dispensing mechanisms and timelines than those required during an influenza pandemic. CDC is
working to develop additional threat specific operational and clinical guidance and information to
support the development and improvement of these threat specific plans and capabilities at the state and
local level. In addition, some medical countermeasures held in the SNS require specific guidance for
clinical use in response to public health emergencies. CDC develops this guidance, based on current
science and research data, and publishes it for use by planners and clinicians preparing to use medical
countermeasures from the SNS.

The majority of SNS-held products are for use in an emergency in accordance with their FDA approved
label instructions. Certain SNS-held products do not have FDA-approved indications for their intended
use in a public health emergency, and for these products, CDC must use regulatory mechanisms such as
Emergency Use Authorizations or Investigational New Drug protocols to provide appropriate
frameworks for safe and effective use of these products in an emergency. CDC develops these

! This document is available to state and local planners through password protected resource and technical assistance websites maintained
by CDC.
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mechanisms for each individual product, as required, in collaboration with FDA, based on current
science and available research and other evidence. For certain MCM that are FDA-approved and being
used for their intended indication but may have some deviations from the approved labeling, Emergency
Use Instructions may be generated by CDC.

As they become available, clinical guidance documents are posted on the CDC website, and regulatory
documents such as Emergency Use Instructions for SNS-held products are on the password protected
CDC JOIN External Partners SharePoint site, to allow access by our state and local partners evaluating
and expanding on their existing MCM response plans. As required information becomes available CDC
is prioritizing and developing additional guidance as needed for SNS-held products requiring additional
guidance for clinical use.

n. #23 — Allow for forward deployment of Strategic National Stockpile assets.

CDC holds SNS products in centralized storage facilities across the country for rapid deployment
through a tested network of transportation partners. Each state has plans to receive from CDC and
distribute SNS medical countermeasures to local communities as quickly as possible. Product procured
for the SNS is held in centralized storage under a rigorous quality control program utilizing security,
environmental monitoring and routine inventory inspections to ensure that each countermeasure is in
optimal condition and ready for rapid deployment. This level of quality control allows CDC to
participate in the joint Food and Drug Administration and Department of Defense Shelf Life Extension
Program to extend the useful life of SNS products.

CDC reviews and evaluates requests from jurisdictions that request forward deployment of medical
countermeasure resources from the SNS. Since the safety and stability of the product is one of the most
critical factors to consider, removing product from SNS inventory for forward deployment into state and
local custody requires extensive work by both parties. Jurisdictions requesting forward deployment
must address and meet required standards for security, environmental control and accountability to
ensure the availability and efficacy of the product in an emergency, including specific temperature
control requirements for specific products. CDC must also evaluate whether the request for forward
deployment of product to a jurisdiction reduces CDC’s capability to use that product to respond to an
event in another location.

0. #24 — Harden pathogen and advanced biotechnology information from cyber-attacks.

CDC promotes secure use of information and information technology and protects sensitive data by:
e Managing firewalls that protect CDC’s network and systems.
e Scanning CDC’s network and systems for vulnerabilities that can cause damage.
e Responding to incidents that have a negative impact on CDC’s network and systems.
e Establishing policies and guidelines that promote a secure operating environment for CDC.
e Providing training that promotes security awareness for CDC staff.
e Approving software for safe use in the CDC work environment.
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In addition, regulations issues by HHS and USDA under the Federal Select Agent Program (FSAP) (42
CFR 73.11;9 CFR 121.11; 7 CFR § 331.11), require the following security for IT systems to ensure that
only those approved for access to biological select agents and toxins can gain access through the IT
systems:

e Ensure that all external connections to systems which manage security for the select agent
and toxin registered space are isolated or have controls that permit only authorized and
authenticated users;

e Ensure that authorized and authenticated users are granted access to select agent and toxin
related information, files, equipment (e.g., servers or mass storage devices) and applications
as necessary to fulfill their roles and responsibilities, and that access is modified when the
user's roles and responsibilities change or when their access to select agents and toxins is
suspended or revoked;

e Ensure that controls are in place that are designed to prevent malicious code (such as
computer virus, worms, spyware) from compromising the confidentiality, integrity, or
availability of information systems which manage access to select agent and toxin registered
spaces;

e Establish a robust configuration management practice for information systems to include
regular patching and updates made to operating systems and individual applications; and

e Establish procedures that provide backup security measures in the event that access control
systems, surveillance devices, and/or systems that manage the select agent and toxin records
maintenance requirements are rendered inoperable.

r. #28 — Fully prioritize, fund, and incentivize the medical countermeasure enterprise.

CDC is part of the Public Health Emergency Medical Countermeasures Enterprise (PHEMCE), which
defines and prioritizes requirements for public health emergency medical countermeasures. PHEMCE,
created by the Department of Health and Human Services (HHS) in 2006, is a coordinated interagency
effort led by the HHS Office of the Assistant Secretary for Preparedness and Response (ASPR) and
includes two HHS agencies in addition to CDC: FDA and the National Institutes of Health. PHEMCE
also includes interagency partnerships with the Department of Defense, Department of Homeland
Security, Department of Veterans Affairs, and the United States Department of Agriculture. PHEMCE
coordinates the research, development, procurement, and preparation for the effective utilization of
antiviral medical countermeasures among the civilian population. CDC collaborates with PHEMCE to
prioritize and adjust the SNS formulary annually based on current threats and available funding.

PHEMCE standardizes the civilian medical countermeasure requirement development process to address
the national ability to utilize medical countermeasures in a public health emergency effectively. The
PHEMCE medical countermeasure requirement process leverages:

e Public health consequence modeling

e Subject matter expert evaluations

e EHstimates of current national response capabilities
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The medical countermeasure requirement process and subsequent stockpiling and procurement goals
stem from sound scientific, medical, and epidemiological principles and result in a national stockpile of
medical countermeasures CDC will deliver to state and local public health officials for use during a
public health emergency. PHEMCE teams represented by intergovernmental agency experts conduct
formulary reviews to develop or revise recommendations as to which specific medical countermeasures
will fulfill stockpiling goals. PHEMCE and CDC use current clinical practice, market availability, and
the best application of public funds to guide acquisition targets and decisions. CDC also uses PHEMCE
recommendations to prepare the SNS Annual Review Report that informs HHS budget formulation for
medical countermeasures held in the SNS.

v. #32 — Review and overhaul the Select Agent Program.

The Federal Select Agent Program (the collaboration between CDC’s Division of Select Agents and
Toxins and APHIS’ Agriculture Select Agent Services) underwent three reviews that were publicly
released in October of 2015: (1) the CDC 90 Day Internal Review of the Division of Select Agents and
Toxins, ordered by the CDC Director, (2) the National Security Council sponsored the Federal Experts
Security Advisory Panel review, and (3) the White House sponsored Fast Track Action Committee
review. The three review reports, each of which have been released to the public, include
recommendations designed to strengthen the federal government’s biosafety and security practices and
oversight, through actions by the FSAP and more broadly by governmental and private entities. The
FSAP is in the process of addressing the recommendations contained in these reports. An update on its
progress towards implementation of these recommendations can be found @ at:
http://www.cdc.gov/phpr/dsat/review_initiatives.htm. We believe CDC should continue to implement
the recommendations from the three recent reviews, and further reviews should be deferred until after

the current processes have run their courses.

3. The Blue Ribbon Study Panel, GAO and other experts have recommended the development of
a national biodefense strategy. To date, federal agencies have produced several strategic
documents that address different aspects of biodefense, including the National Health Security
Strategy and the National Biosurveillance Strategy. Do you believe that existing strategy and
policy documents provide sufficient coordination of biodefense activities across the federal
government? What elements should be included in a unified national strategy for biodefense?

Please see HHS response.

4. The Blue Ribbon Study Panel recommended the development of a unified budget for
biodefense spending, and estimated that roughly $6 billion is spent every year on biodefense and
related hazards. Please detail how much your Department or Agency spent on biodefense efforts
(categorized by Threat Awareness, Prevention and Protection, Surveillance and Detection, and
Response and Recovery activities, as defined by Homeland Security Presidential Directive 10)
from Fiscal Years 2007-2016.

CDC’s Public Health Preparedness and Response activity works 24/7 to protect the safety, security, and
health of the United States from public health threats, foreign and domestic, intentional and naturally
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occurring. CDC provides life-saving responses to chemical, biological, radiological, and nuclear threats,
as well as other disasters, outbreaks, and epidemics. These activities are essential to CDC’s goal to
protect Americans’ health and safety by:
e Supporting state and local health department preparedness activities
e Responding to public health emergencies
e Ensuring an available supply of medical countermeasures
e Overseeing and regulating laboratories that import and possess the most deadly pathogens
and toxins
e Providing comprehensive situational awareness
e  Working 24/7 to respond to calls from medical professionals and the general public
e Building international Emergency Operation Center capacity and enhancing global health
security
The table below, based on CDC budget lines, shows historical funding levels for certain public
health preparedness and response activities, as well as funding for biosurveillance, anthrax vaccine
research, continuity of operations, and cyber security. Although the table captures funding for certain
programs that contribute to biodefense, and funding for those programs make up a significant
portion of CDC spending on biodefense, there is other work throughout the Agency that contributes
to biodefense and which is not reflected in the table, such as the Electronic Laboratory Reporting
Initiative and the Electronic Death Reporting Initiative.
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Centers for Disease Control and Prevention
Preparedness and Response Activity Budget
(budget resources in millions of dollars)

FY 07 FYO08 FY 09 FY 10 FY 11 FY 12 FY 13 FY 14 FY 15 FY 16

Enacted Emrgncy Enacted

CDC Preparedness and

Response Capability* 157.54 147.52 163.36  131.29 12635 117.54 111.42 133.8 133.8 - 138.8
BioSense 52.01 34.39 34.39 344 33.77 20.73 19.65 23.37 23.35 23.0
State and Local

Preparedness** 766.66 746.04  746.60  760.99  664.29 623.21 661.04  661.05 --- 668.2
Strategic National

Stockpile*** 496.35 551.51 57031  595.66  591.00 533.79  477.58  549.34  534.35 - 575.00
Domestic Ebola Response N/A N/A N/A N/A N/A N/A N/A N/A N/A 576.00 N/A
Total 1,472.56  1,479.46 1,514.66 1,522.34 1,415.41 1,329.48 1,231.86 1,367.55 1,352.55 576.00 1,405.00

*Includes Upgrading CDC Capacity, Botulinum Toxin Research, Quarantine, Real-Time Lab Reporting, and Anthrax Vaccine Research

** Includes Academic Centers and All Other State and Local Capacity Funding lines

***Funding in FY 2007 and FY 2008 for Strategic National Stockpile program include a comparability adjustment of -$7.4 million. In FY 2009
budget, CDC transferred the funds to support Business Services Support activities.
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5. Upon the release of the National Biosurveillance Strategy in July 2012, a strategic
implementation plan for the strategy was slated for completion within 120 days. What is
the status of the implementation plan?

Please see HHS response.

Please describe how the Centers for Disease Control and Prevention coordinates
biosurveillance programs and policy with other federal agencies, per the National
Biosurveillance Strategy. If the implementation plan has been completed, please provide it
to this Committee.

CDC coordinates across the agency and federal government in various ways, including sharing of
information directly or through the National Biosurveillance Integration Center, collaborating on policy
development coordinated through the Executive Branch (e.g., the Office of Science and Technology
Policy’s Biodefense Science and Technology Capability Review), collaborating on joint projects (e.g.,
Global Health Security Agenda implementation with DoD, State Department, and others), and working
directly at the program level to optimize resources, especially with regard to capacity building at the
domestic and foreign levels.

A precursor to the 2012 National Biosurveillance Strategy was CDC’s National Biosurveillance Strategy
for Human Health and accompanying Concept Plan for implementation. This document was used as an
initial guide for CDC’s internal and external biosurveillance coordination. After the release of the
National Biosurveillance Strategy in 2012, CDC participated in the National Security Council-led
interagency effort to draft the accompanying implementation plan.

Senator Ron Johnson:

1. What metrics has the CDC or its partners at HHS collected regarding the success of its
public outreach in West Africa related to Ebola?

CDC worked with the governments and other response partners in countries that were heavily affected
by Ebola in West Africa to design and deliver evidence-based strategies for health promotion on Ebola
prevention and control, and medical care. Examples of CDC-led activities include:

e Development of comprehensive messaging guides

e Design of low literacy communication materials

e Interactive radio programs such as “Ebola Big Idea of the Week”

e Training of journalists and health personnel on Ebola risk communication

e Hot spot site visits and joint outreach with surveillance teams

e Community-based ambulance exhibitions (to reduce fear of using ambulances)

e Technical guidance to local social mobilization partners including non-governmental
organization (NGO) consortiums
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CDC conducted or supported multiple national household surveys to assess changes in the public’s
knowledge, attitude, and practices (KAP) relating to Ebola prevention and medical care in the affected
countries in West Africa. In addition, CDC conducted rapid qualitative assessments to generate a more
in-depth understanding of cultural factors linked to Ebola transmission, and used the findings to tailor
intervention strategies and advise the respective governments.

In Sierra Leone, CDC supported four national household KAP surveys with information collected from
more than 10,000 cumulative respondents between August 2014 and July 2015. The results showed
major improvements in the public’s knowledge, attitudes, and practices related to Ebola:

e Knowledge that Ebola virus can be prevented by avoiding contact with bodily fluids
increased from 87% to 94% between August 2014 and December 2014

e Knowledge that Ebola virus can be prevented by avoiding traditional burials that involve
washing or touching of the corpse increased from 85% to 93% between August 2014 and
July 2015

e Belief that spiritual healers can successfully treat Ebola virus decreased from 19% to 5%
between August 2014 and July 2015

e Acceptance of safe burials increased from 65% to 79% between October 2014 and July 2015

e Intention to call the health facility when Ebola virus is suspected increased from 71% to 91%
between August 2014 and July 2015

e Frequent handwashing increased from 66% to 87% between August 2014 and July 2015

Similarly, the Liberia KAP survey supported by CDC epidemiologists in December 2014 revealed high
awareness and knowledge such that over 9 in 10 respondents knew that Ebola virus can be transmitted
by washing or touching an infected corpse. The KAP survey supported by CDC in Guinea also found
high knowledge of Ebola virus prevention (ranging from 73% to 83%) especially in the geographic areas
where communication efforts were intensified. Additional analysis from Sierra Leone demonstrated that
when people received Ebola information from multiple reinforcing sources they were more likely to
have correct Ebola knowledge and able to adopt behaviors that prevent infection. CDC is now building
upon these lessons learned from Ebola health promotion to strengthen the capacity of governments and
partners in the affected West African countries to execute effective risk communication strategies to
prevent Ebola virus and other emerging global health threats elsewhere.

2. What are the interim results regarding potential vaccines that will be effective against
Ebola?

Currently, there is no FDA-approved vaccine available for Ebola virus. Experimental vaccines for Ebola
virus are under development but they have not yet been fully tested for safety or effectiveness. Phase |
and II/II1 trials are being conducted including in the U.S. and in several European and African countries.
CDC, in partnership with the government of Sierra Leone, launched the Sierra Leone Trial to Introduce
a Vaccine against Ebola (STRIVE) in April 2015. This trial is still underway. More than 8,000
individuals were vaccinated with the rVSV-ZEBOV vaccine through STRIVE, just one of three large
rVSV-ZEBOV vaccine studies being conducted in West African Ebola-affected countries. WHO and
NIH are leading the other two studies.
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Because of effective control of the Ebola epidemic, cases declined dramatically during the trial. As a
result, STRIVE will not be able to measure vaccine efficacy. However, STRIVE does have a sub-study
in which blood samples from vaccinated participants are being tested to determine if participants’
immune systems responded to the vaccine by making antibodies to protect against Ebola virus and how
long these antibodies may last.

Senator Rob Portman:

As you know, in 2013 the President signed a reauthorization of the Pandemic and All-Hazards
Preparedness Act. This reauthorization included funding for public health and medical
preparedness program, such as the Hospital Preparedness Program. In FY 2014 over $255 million
went out in grants to state and local health departments to assist the nation’s healthcare system in
preparing for public health emergencies.

Yet, it seems when hospitals were put to the test during the Ebola response, there were significant
gaps in the ability of the hospital to adequately treat the patient and protect health care workers.

It is clear that we must do more to ensure every hospital is ready if a patient with Ebola or other
highly infectious disease walks into their emergency room. More so, we must ensure that there are
hospitals in regions throughout the country that are specifically designated to treat these type of
patients.

a. What was lacking from the Hospital Preparedness Program and other programs
in PAHPA that led to hospitals not being adequately prepared for Ebola?

Investments made through Hospital Preparedness Program (HPP) funding support preparedness efforts
across the nation’s health care system to better address new and emerging threats to public health when
day-to-day capacities of health and emergency response systems are exceeded.

For much of its history, HPP funding has supported the purchase of critical resources needed to respond
to disasters. Some resources are specific medical resources; others include communication systems,
registry, patient tracking, information sharing, and credentialing systems that require sustainment.
Without this funding, many states would be unable to properly respond and save lives without other
federal support. Because of HPP investments, in recent years, many demonstrations of communities
were able to respond with little to no federal support at the time of an event.

Regarding preparedness for Ebola, the Department of Health and Human Services (HHS), and HPP
specifically, worked to enhance preparedness across the nation’s health care infrastructure using existing
tools and resources as well as newly appropriated funding. Utilizing emergency supplemental funding,
HHS developed a regional approach to caring for future Ebola patients. Building upon the state and
jurisdiction-based tiered hospital approach and meeting Congress’ regional directive, HPP provided
awardees with $194.5 million of Ebola supplemental funding to establish a nationwide, regional
treatment network for Ebola and other infectious diseases.? This approach balanced geographic need,
differences in institutional capabilities, and accounted for the potential risk of needing to care for an
Ebola patient. While preparedness for Ebola was the focus, it is likely that preparedness for other novel,

2CDC, Interim Guidance for U.S. Hospital Preparedness for Patients under Investigation (PUIs) or with Confirmed Ebola Virus Disease
(EVD): A Framework for a Tiered Approach, http://www.cdc.gov/vhi/ebola/healthcare-us/preparing/hospitals.html.
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highly pathogenic diseases will also be enhanced. Furthermore, to prepare for and provide safe and
successful care of patients with Ebola, HHS awarded an additional $12 million to establish a National
Ebola Training and Education Center (NETEC). The NETEC will offer state health departments,
regional Ebola and other special pathogen treatment centers, state and jurisdiction-based Ebola treatment
centers, and assessment hospitals expertise, training, technical assistance peer review, monitoring, and
recognition.

It is important to note that the supplemental funding for Ebola built upon more than a decade of HPP
investments that bolstered health care system preparedness and response at hospitals and other health
care providers across the nation. Beginning on April 15, 2014, and prior to the award of supplemental
funding, HPP began issuing health care system guidance, checklists, and training documents, offered the
flexibility and processes to use cooperative agreement funds to directly address Ebola, and convened
national calls and webinars to provide updated information about Ebola to physicians, nurses, hospital
executives, emergency medical service providers, and public health leaders, reaching hundreds of
thousands of the nation’s frontline health workforce.

b. How can we ensure that hospitals are prepared for future highly infectious
diseases like Ebola or Zika in the future?

A few important lessons learned from the national health care system’s response to Ebola include the
need for sustained health care worker safety, from clinicians and laboratory workers to ancillary staff;
recognizing that care of Ebola patients is clinically complex and demanding; and understanding that
early case recognition is critical for preventing spread and improving outcomes. These lessons highlight
the importance of sufficient and stable preparedness funding and the need for a national network of
hospitals for treating highly pathogenic infectious diseases, such as Ebola.

HHS has taken several steps to ensure a strong and resilient national health care system. The funding
provided through the HPP Ebola funding opportunity (financed from Ebola supplemental
appropriations) is intended to ensure the nation’s health care system is ready to safely and successfully
identify, isolate, assess, transport, and treat patients with Ebola or persons under investigation for Ebola,
and that it is well prepared for a future Ebola or Ebola-like outbreak. While the focus in the Ebola
supplemental appropriation is on preparedness for Ebola, it is likely that preparedness for some other
novel, highly pathogenic diseases will also be enhanced through these activities. Through the Ebola
funding administered by HPP, the U.S. now has a network of 91 (as of August, 2016) Ebola treatment
centers and 196 (as of August, 2016) assessment hospitals for their states or jurisdictions. The funding
also supports health care coalitions (HCCs) to prepare frontline hospitals, emergency medical services,
and the overall health care system. In addition, HPP funding established ten (as of June, 2016) regional
Ebola and other special pathogen treatment centers, which can be ready within a few hours to receive a
confirmed Ebola patient from their region, across the U.S., or medically evacuated from outside of the
U.S. (as necessary). These hospitals will also have enhanced capacity to care for highly infectious
diseases.

Moreover, HPP has worked to foster infectious disease training and education throughout the country
through a separate funding opportunity jointly established with the Centers for Disease Control and
Prevention (CDC). The NETEC is comprised of staff from hospitals that have successfully evaluated
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and treated Ebola patients in the U.S. In collaboration with staff from CDC and ASPR, the NETEC
offers expertise, education, training, technical assistance, peer review assessments, and recognition
reporting to regional Ebola and other special pathogen treatment centers, state and jurisdiction-based
Ebola treatment centers, and assessment hospitals.

CDC is conducting innovative research to identify new and improved ways to prevent the spread of
infectious diseases like Ebola in healthcare facilities through investments in the Prevention Epicenters
Program. The Prevention Epicenter program is a unique research platform through which CDC
collaborates with academic investigators across 11 sites to conduct innovative infection control and
prevention research, developing and testing innovative approaches to preventing infections and
improving patient safety in healthcare settings. In 2015, CDC awarded a total of $11 million to six of
these Prevention Epicenters to expand infectious disease research efforts. The goal is to help doctors and
nurses better protect the health and safety of their patients, and each other, from high-risk disease threats
through projects focused on:

e Preventing the spread of infectious agents in healthcare facilities, including Ebola virus
e Evaluating best approaches to using personal protective equipment
e Minimizing the role of the healthcare environment in infection transmission

HPP is also targeting preparedness for infectious diseases through its annual cooperative agreement
program. In the continuation guidance for budget period five (July 2016 to June 2017), HPP awardees
must:

e work to establish new partnerships with infection control or prevention programs in their
jurisdictions that can advance the development of stronger health care system infection control and
prevention programs;

e enhance partnerships to ensure cross-discipline information sharing among state, local, and
territorial public health preparedness programs and HCC members, surveillance programs,
communicable disease programs, and health care associated infection control programs; and

e cvaluate state, HCC, and hospital needs for personal protective equipment and training resulting
from lessons learned during the 2014 Ebola response.

Further, HPP awardees in jurisdictions located on the U.S.-Mexico border or the U.S.-Canada border
must conduct activities that enhance border health, particularly regarding disease detection,
identification, investigation, and preparedness and response activities related to emerging diseases and
infectious disease outbreaks (whether naturally occurring or due to bioterrorism). This focus on cross-
border preparedness reinforces the U.S. public health and health system preparedness whole of
community approach, which is essential for local to global threat risk management and response to
actual events regardless of source or origin.

Senator Clair McCaskill:

1. I asked Dr. Lurie about how Anthrax ended up in the strategic national stockpile because my
staff received documents showing that this was not originally a priority for the strategic national
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stockpile, and in response, she stated that “It is a therapeutic that potentially could be effective
against an antibiotic resistant anthrax infection and when present antibiotic therapy is not
working.” This answer sounds very theoretical to me. It “potentially could” be effective in the very
specific situation where we have an antibiotic resistant anthrax infection AND when present
antibiotic therapy isn’t working.

Do we know how or if Anthr