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Report of the United States of America to the United Nations Department for Disarmament
Affairs

Pursuant to the procedural modalities agreed upon in April 1987 at the "Ad Hoc Meeting of Scientific
and Technical Experts for States Parties to the Convention on the Prohibition of the Development,
Production, and Stockpiling of Bacteriological (Biological) and Toxin Weapons and on Their
Destruction," the United States of America submits the following information under Article V of the
Convention:

Confidence Building Measure A, Part 1
Exchange of data on research centres and laboratories page 4

Confidence Building Measure A, Part 2

Exchanges of information on national biological defence research and
development programmes

(i) Declaration page 16
(i) Description page 18
(iii) Facilities page 37

Confidence Building Measure B
Exchange of information on outbreaks of infectious diseases and similar

occurrences caused by toxins page 150
Confidence Building Measure C
Encouragement of publication of results and promotion of use of knowledge page 157
Confidence Building Measure E
Declaration of legislature, regulations, and other measures page 159
Confidence Building Measure F
Declaration of past activities in offensive and/or defensive biological research and ade 165
development programmes Pag
Confidence Building Measure G
Declaration of vaccine production facilities page 167
Appendix A
List of the Biological Select Agents and Toxins, and NIAID Category A, Band C

o page 183
Priority Pathogens
Appendix B
Compiled list of microorganisms and toxins used for biodefense research page 187
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Form A, Part 1

BW(C - Confidence Building Measure

Exchange of data on research centres and laboratories

United States of America

April 15, 2022
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Exchange of data on research centres and laboratories: Overview

The United States has a layered approach to laboratory biorisk management for maximum containment
laboratories. To promote transparency about biorisk management, as recommended by the 2020 G7
Experts” Meeting on Strengthening Laboratory Biorisk Management, the United States is providing the
following information. All research centers are required to comply with relevant laws and regulations,
which depend on the nature of the laboratory’s research activities and hazardous agents under study.
Laws pertaining to biorisk management can be found here: https://www.phe.gov/s3/law/pages/laws.aspx.

Federal, State, and municipal guidelines and regulations shape biorisk management systems at individual
research institutions to provide a layered, redundant approach to minimize potential risks from work with
hazardous biological materials. These policies, regulations, and guidelines are designed to protect
laboratory personnel, public health, agriculture, and the environment from accidental or deliberate
exposure to hazardous biological agents and toxins. This framework includes regulations and programs
designed to respond to the threat of bioterrorism and other crimes involving biological agents and toxins.
The regulations and guidelines cover a wide scope of topics from handling of pathogens to transport of
biological materials. Examples of key Federal regulations include:

e Applicable Occupational Safety and Health Administration regulations (which include, among
others, the General Duty Clause, Personal Protective Equipment Standard, and Bloodborne
Pathogens Standard) to ensure occupational safety and health of workers in the workplace
(https://www.osha.gov/healthcare/standards);

o Select Agent Regulations to ensure appropriate safety and security measures for handling of select
biological agents and toxins (https://selectagents.gov/);

e Permitting regulations for biological agents that are hazardous to agriculture and the environment
(https://www.aphis.usda.gov/aphis/ourfocus/importexport), and regulations for infectious
biological agents and toxins known or suspected to cause disease in humans
(https://www.cdc.gov/cpr/ipp/).

While Federal regulations provide the foundation for biorisk management, implementation is by
individual institutions, beginning with the Principal Investigators who are responsible for the safety and
security of activities in their laboratories. Institutional Biosafety Committees, Biosafety Officers, and
Select Agents Responsible Officials, among others, play a key role in institutional management and
ensuring compliance with Federal regulations. Several guidelines and policies cover biosafety and
biosecurity research concerns that may arise in maximum containment facilities, which include the
examples below and others listed on this website: https://www.phe.gov/s3/law/Pages/Guidance.aspx.

e Biosafety in Microbiological and Biomedical Laboratories (BMBL) 6" Edition, a guidance
document to protect workers from exposure to infectious biological agents and toxins;

e NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules,
applicable to any entity funded by NIH for recombinant or synthetic nucleic research;

e U.S. Government Policy for Institutional Oversight of Life Sciences Dual Use Research of
Concern; and additional guidelines, policies, and recommendations related to gain-of-function
research, pathogens of pandemic potential, and screening of synthesized DNA, among others.

More information on regulations and guidelines can be found in the Federal Experts Security Advisory
Panel report (https://www.phe.gov/s3/Documents/FESAP-guiding-principles.pdf), which also includes
transportation, export, and disposal of hazardous and/or infectious materials; response to biological
incidents; and security risk assessments for individuals working with select agents and toxins.
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Form A, Part 1 (i)

Exchange of data on research centres and laboratories

1. Name(s) of facility.
National Biodefense Analysis and Countermeasures Center (NBACC)

2. Responsible public or private organization or company.
U.S. Department of Homeland Security Science and Technology Directorate
Operated by Battelle National Biodefense Institute LLC

3. Location and postal address.
8300 Research Plaza, Fort Detrick, Maryland 21702

4. Source(s) of financing of the reported activity, including indication if the activity is wholly or
partly financed by the Ministry of Defence.

U.S. Department of Homeland Security (DHS)

U.S. Department of Justice (DOJ)

U.S. Department of Health and Human Services (HHS)

U.S. Department of Defense (DOD) - Partly

5. Number of maximum containment units within the research centre and/or laboratory, with an
indication of their respective size (m?).
BSL 4 Laboratory 980 m?

6. Scope and general description of activities, including type(s) of microorganisms and/or toxins as
appropriate.

NBACC conducts studies to better understand current and future biological threats; to assess
vulnerabilities; and to determine potential impacts to guide the development of biological
countermeasures such as detectors, drugs, vaccines, and decontamination technologies. When needed,
NBACC conducts experimental programs to better characterize the benefits and risks of changes in U.S.
biodefense preparations. NBACC also develops bioforensic assays and provides operational bioforensic
analysis to support the attribution of biocrime and bioterrorism. (http://bnbi.org/)

The types of agents registered for use at NBACC are Risk Group (RG)-2 toxins, RG-2 gram positive and

gram negative bacterial agents, RG-2 viral agents, RG-3 gram positive and gram negative bacterial
agents, RG-3 viral agents, and RG-4 viral agents.
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Form A, Part 1 (i)

Exchange of data on research centres and laboratories

1. Name(s) of facility.
U.S. Army Medical Research Institute of Infectious Diseases (USAMRIID)

2. Responsible public or private organization or company.
U.S. Army Medical Research and Materiel Command

3. Location and postal address.
1425 Porter Street, Fort Detrick, Frederick, Maryland 21702-5011

4. Source(s) of financing of the reported activity, including indication if the activity is wholly or
partly financed by the Ministry of Defence.

U.S. Department of Defense (DOD) — Partly

U.S. Department of Homeland Security (DHS)

U.S. Department of Health and Human Services (HHS)

U.S. Department of Agriculture (USDA)

U.S. Department of Energy (DOE)

U.S. Food and Drug Administration (FDA)

Universities

Private sector companies

5. Number of maximum containment units® within the research centre and/or laboratory, with an
indication of their respective size (m?).
BSL 4 Laboratory 1186 m?

6. Scope and general description of activities, including type(s) of microorganisms and/or toxins as
appropriate.

USAMRIID conducts research to develop strategies, products, information, procedures and training
programs for medical defense against biological warfare threats and infectious diseases. Medical products
developed to protect military personnel against biological agents include vaccines, drugs, diagnostic
capabilities and various medical management procedures.

Additional information can be found at: https://www.usamriid.army.mil/.
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Form A, Part 1 (i)

Exchange of data on research centres and laboratories

1. Name(s) of facility.
Centers for Disease Control (CDC), Deputy Director for Infectious Disease (DDID)

2. Responsible public or private organization or company.
Centers for Disease Control and Prevention (CDC), U.S. Department of Health and Human Services
(HHS)

3. Location and postal address.
1600 Clifton Road N.E., Atlanta, Georgia, 30329

4. Source(s) of financing of the reported activity, including indication if the activity is wholly or
partly financed by the Ministry of Defence.
U.S. Department of Health and Human Services (HHS)

5. Number of maximum containment units® within the research centre and/or laboratory, with an
indication of their respective size (m?).

BSL-4 Laboratory 118.5 m?

BSL-4 Laboratory 308.8 m?

BSL-4 Laboratory 118.5 m?

Note: The changes in DDID BSL-4 laboratory space were due to a numerical calculation error, resulting
in an overall increase of 12.8 m?. In previous year’s reports, some laboratory space outside of the
maximum containment units were inadvertently included while accessory BSL-4-capable rooms were
inadvertently not included. The laboratory space was not physically remodeled and previous reports
should have included the laboratory space measurements as reported in this year’s report. Additionally,
one BSL-4 Laboratory space of 118.5 m? was operated as a BSL-3 enhanced laboratory during the
reporting calendar year.

6. Scope and general description of activities, including type(s) of microorganisms and/or toxins as
appropriate.

Activities include developing diagnostic assays for public health, developing and validating methods to
differentiate and characterize organisms and the toxins that they produce, developing environmental
sampling methods for recovery of agents from porous and nonporous surfaces for public health, routine
reference antimicrobial susceptibility testing of clinical isolates, conducting molecular and antigenic
characterization of organisms, determining pathogenicity and virulence of infectious agents, development
of culture-independent point of care diagnostics, maintaining emergency response laboratory expertise
and capacity, evaluating vaccines and medical countermeasures, determining the natural history of
infectious organisms, assessing immune correlates of protection, and conducting epidemiologic studies
and surveillance for diseases. Additional information can be found at: https://www.cdc.gov/ddid/.

Biodefense activities include those with select agents (the select agents list is available at:
http://www.selectagents.gov/SelectAgentsand ToxinsList.html).
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Form A, Part 1 (i)

Exchange of data on research centres and laboratories

1. Name(s) of facility
Integrated Research Facility at Fort Detrick (IRF — Frederick)

2. Responsible public or private organization or company
National Institutes of Health, U.S. Department of Health and Human Services
Operated by Laulima Government Solutions

3. Location and postal address
8200 Research Plaza, Frederick, Maryland 21702

4. Source(s) of financing of the reported activity, including indication if the activity is wholly or
partly financed by the Ministry of Defence
U.S. Department of Health and Human Services (HHS)

5. Number of maximum containment units® within the research centre and/or laboratory, with an
indication of their respective size (m?)
BSL-4 Laboratory 1305 m?

6. Scope and general description of activities, including type(s) of micro-organisms and/or toxins as
appropriate

The Integrated Research Facility at Fort Detrick in Frederick, Maryland (IRF-Frederick) is a component
of the Division of Clinical Research of the National Institute of Allergy and Infectious Diseases (NIAID)
at the National Institutes of Health (NIH). The mission of the IRF-Frederick is to manage, coordinate, and
facilitate the conduct of biodefense research with pathogens and emerging infectious diseases to develop
medical countermeasures, and improved medical outcomes for patients. Research emphasis is placed on
elucidating the nature of high consequence pathogens. Additional information can be found at:
https://www.niaid.nih.gov/research/frederick-integrated-research-facility.
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Form A, Part 1 (i)

Exchange of data on research centres and laboratories

1. Name(s) of facility
Integrated Research Facility at Rocky Mountain Laboratories (IRF-RML)

2. Responsible public or private organization or company
National Institutes of Health (NIH), U.S. Department of Health and Human Services (HHS)

3. Location and postal address
903 South 4th Street, Hamilton, Montana 59840 United States

4. Source(s) of financing of the reported activity, including indication if the activity is wholly or
partly financed by the Ministry of Defence

U.S. Department of Health and Human Services (HHS)

U.S. Department of Defense (DOD) - Partly

5. Number of maximum containment units® within the research centre and/or laboratory, with an
indication of their respective size (m?)
BSL-4 Laboratory 1145 m?

6. Scope and general description of activities, including type(s) of micro-organisms and/or toxins as
appropriate

Rocky Mountain Laboratories (RML) is a component of the Division of Intramural Research of the
National Institute of Allergy and Infectious Diseases (NIAID) at the National Institutes of Health (NIH).
The RML mission is to play a leading role in the nation’s efforts to develop diagnostics, vaccines, and
therapeutics to combat emerging and re-emerging infectious diseases. Research at the Integrated Research
Facility at Rocky Mountain Laboratories (IRF-RML) is dedicated to understanding the mechanisms of
pathogenesis of microbial agents associated with or likely to cause serious or lethal human diseases using
molecular methods and animal model systems. Additional information can be found at:
https://www.niaid.nih.gov/about/rocky-mountain-laboratories.
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Form A, Part 1 (i)

Exchange of data on research centres and laboratories

1. Name(s) of facility
Galveston National Laboratory (GNL) Complex including Robert E. Shope Laboratory

2. Responsible public or private organization or company
The University of Texas Medical Branch

3. Location and postal address
301 University Boulevard, Galveston, Texas 77555

4. Source(s) of financing of the reported activity, including indication if the activity is wholly or
partly financed by the Ministry of Defence

State of Texas and the University of Texas Medical Branch
U.S. Department of Agriculture (USDA)

Private Foundations

Pharmaceutical and Biotechnology Industries

U.S. Department of Energy (DOE)

U.S. Department of Defense (DOD) - Partly

U.S. Department of Homeland Security (DHS)

National Institutes of Health (NIH)

Centers for Disease Control and Prevention (CDC)

5. Number of maximum containment units within the research centre and/or laboratory, with an
indication of their respective size (m?)

BSL-4 Laboratory 186 m? (Shope Laboratory)

BSL-4 Laboratory 1022 m? (GNL Laboratory)

6. Scope and general description of activities, including type(s) of microorganisms and/or toxins as
appropriate

The mission of the Galveston National Laboratory is to assist the National Institute of Allergy and
Infectious Diseases and the nation in the development of an improved means for the prevention, diagnosis
and treatment of potentially life-threatening diseases caused by naturally emerging and purposefully
disseminated infectious agents. To accomplish this goal GNL conducts multidisciplinary research into the
causes, modes of transmission, and mechanisms of infectious diseases. Studies focus on a number of
pathogens requiring BSL-4 containment, primarily those that cause viral hemorrhagic fevers, as well as
some zoonotic viruses requiring enhanced BSL-3 containment. Products likely to emerge from research
and investigations within the GNL include novel diagnostic assays, improved therapeutics and treatment
models, and preventative measures such as vaccines.

Additional information can be found at: http://www.utmb.edu/gnl/.
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Form A, Part 1 (i)

Exchange of data on research centres and laboratories

1. Name(s) of facility
The Betty Slick and Lewis J. Moorman, Jr. Laboratory Complex

2. Responsible public or private organization or company
Texas Biomedical Research Institute

3. Location and postal address
P.O. Box 760549, San Antonio, Texas 78245-0549

4. Source(s) of financing of the reported activity, including indication if the activity is wholly or
partly financed by the Ministry of Defence

U.S. Department of Health and Human Services (HHS)

U.S. Department of Defense (DOD) - Partly

U.S. Department of Homeland Security (DHS)

Private Sector Companies

Private Donors

5. Number of maximum containment units within the research centre and/or laboratory, with an
indication of their respective size (m?)
BSL 4 Laboratory 114 m?

6. Scope and general description of activities, including type(s) of microorganisms and/or toxins as
appropriate.

The mission of the Laboratory is to develop vaccines and therapeutics against viral pathogens, and to
determine how viruses replicate and spread. Scientists are studying new and emerging disease threats,
possible bioterrorism agents, and as-yet uncharacterized agents for biodefense. TXBiomed (formerly
Southwest Foundation for Biomedical Research) has permits from the U.S. Department of Agriculture
and the Centers for Disease Control to work on select agents. Additional information can be found at:
https://www.txbiomed.org/research/high-containment/.
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Form A, Part 1 (i)

Exchange of data on research centres and laboratories

1. Name(s) of facility
Georgia State University - High Containment Core (HCC)

2. Responsible public or private organization or company
Georgia State University - High Containment Core (HCC)

3. Location and postal address
P.O. Box 4010, Atlanta, Georgia 30302-4118

4. Source(s) of financing of the reported activity, including indication if the activity is wholly or
partly financed by the Ministry of Defence

National Institutes of Health

U.S. Department of Defense - Partly

Centers for Disease Control and Prevention

U.S. Department of Health and Human Services

Georgia Research Alliance

Elizabeth R. Griffin Research Foundation

This facility resumed operation October 2019; agents are currently being stored in the facility, but active

experimentation has been delayed until April 2022 because of the COVID-19 pandemic, related research

on SARS-CoV-2, and pending CDC registration renewal. The funding listed above will be utilized at that
time.

5. Number of maximum containment units within the research centre and/or laboratory, with an
indication of their respective size (m?)
BSL-4 60 m?

6. Scope and general description of activities, including type(s) of microorganisms and/or toxins as
appropriate

In 2017, the high containment facilities at Georgia State University were organized into the High
Containment Core (HCC), for more information visit: https://research.gsu.edu/high-containment-labs/ .
The National B Virus Resource Laboratory now operates as part of the core. The core is comprised of
three BSL-3 laboratories with animal facilities and one BSL-4 Class |1l Cabinet Line Laboratory. An
additional BSL3/ABSL3 was added to the core in 2021. Research in the BSL-4 is focused on existing and
emerging infectious diseases caused by Risk Group 4 viruses. The laboratory has not been used for
experimental work involving Risk Group 4 viruses since decommission in 2016. The facility was
recommissioned in 2019 and was approved for storage of Tier 1 Select Agents and Toxins by the Centers
for Disease Control and Prevention, Federal Select Agent Program. In 2021, the CDC registration was
successfully renewed and experimental work with Risk Group 4 agents is planned to begin in 2022.
Below is a general description of those activities.

Project 1 (New):

The proposed studies will expand understanding of the mechanisms that regulate filovirus growth and
pathogenesis. The goal is to characterize the impact of host proteins and genes on filovirus growth, and to
mechanistically understand how different host factors affect virus replication, it will be necessary to
measure levels of viral genomic RNA, viral mRNA, and viral protein produced in cells.
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Project 2 (Continued):

The National B Virus Resource Laboratory provides a global resource to assist in the identification of
zoonotic disease transmissions and to develop enhanced strategies to detect viral infections in macaques.
In 2016, the last year of reportable operations at this facility, projects at this laboratory were focused on
the molecular biology of human and non-human primate alpha-herpesviruses and the diseases they cause.
Studies focused on the mechanisms by which virus Kills the host and how that process can be
circumvented with:

o Early identification - research focuses on the design and development of new approaches to more
effectively identify these agents in both natural and foreign hosts;

e Appropriate antiviral drugs - researchers continually screen the efficacy of existing as well as
novel antiviral agents to inhibit the growth of viruses that can potentially cross into the human
population, either through occupational exposure or through more subtle contact; and

e |n the future, effective vaccines.
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Form A, Part 1 (i)
Exchange of data on research centres and laboratories

1. Name(s) of facility.
The Boston University National Emerging Infectious Diseases Laboratories (NEIDL)

2. Responsible public or private organization or company:
Boston University

3. Location and postal address.
620 Albany Street, Boston, MA 02118

4. Source(s) of financing of the reported activity, including indication if the activity is wholly or
partly financed by the Ministry of Defence.

National Institute of Allergy and Infectious Disease (NIAID), National Institute of Health (NIH)
Boston University

U.S. Department of Health and Human Services (HHS)

Pharmaceutical and Biotechnology companies

Private foundations

5. Number of maximum containment units® within the research centre and/or laboratory, with an
indication of their respective size (m?).

BSL-2 Laboratory 2,566 m?

BSL-3 Laboratory (5 suites + 8 animal rooms) 998 m?

BSL-4 Laboratory (AIl ABSL-4 spaces are integrated with 6 suites + 7 animal rooms) 1,202 m?

6. Scope and general description of activities, including type(s) of microorganisms and/or toxins as
appropriate.

The mission of the Boston University National Emerging Infectious Diseases Laboratories (NEIDL) is to
generate and translate fundamental knowledge on high priority emerging infectious diseases for the
benefit of the public health, locally, nationally, and globally. Emerging infectious diseases are defined as
those that have newly appeared and been recognized in the population, or have existed but are rapidly
increasing in incidence or in geographic range. To meet this mission the NEIDL will:

1. Perform innovative basic, translational, and clinical research on emerging infectious diseases,
especially those identified as high priority category A, B, and C agents, in order to develop
diagnostics tests, treatments and vaccines to promote public health. Additional information:
http://www.niaid.nih.gov/research/emerging-infectious-diseases-pathogens

2. Provide education and training in these areas of research, in order to develop the next generation
of scientists in this field, and to support a national response in the event of a biodefense
emergency.

3. Establish a research facility with the highest attention to community and laboratory safety and
security.

Types of microorganisms currently being used are various viral and bacterial pathogens that require BSL-
4, BSL-3, or BSL-2 containment. Additional information can be found at:
http://www.bu.edu/today/2017/neidl-bsl-4-lab-approved/
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Form A, Part 2 (i)

BWC - Confidence Building Measure

National biological defence research and development programmes - Declaration

United States of America

April 15, 2022
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Form A, Part 2 (i)

National biological defence research and development programme: Declaration

Are there any national programmes to conduct biological defence research and development within
the territory of the State Party, under its jurisdiction or control anywhere? Activities of such
programmes would include prophylaxis, studies on pathogenicity and virulence, diagnostic
techniques, aerobiology, detection, treatment, toxinology, physical protection, decontamination and

other related research.

Yes X |
No [ ]

If the answer is Yes, complete Form A, part 2 (ii) which will provide a description of each programme

Page 17 of 188



Form A, Part 2 (ii)

BWC - Confidence Building Measure

National biological defence research and development programmes - Description

United States of America

April 15, 2022
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National biological defence research and development programmes: Overview

Biological threats can impact human, animal (domestic and wildlife), plant, and environmental

health. Biodefense must be broader than the threats posed by terrorist groups or those seeking to use
biological weapons—it requires an integrated approach to address not only deliberate biological incidents
as top national security priorities, but also naturally occurring and accidental biological threats. In today’s
interconnected world, biological incidents anywhere have the potential to have profound impacts
domestically, in the United States, and globally on physical and mental health and wellbeing, cause
significant morbidity and mortality, and disrupt livelihoods and economies including through impacts on
trade and travel. Our biodefense capabilities must therefore address the range of biological threats:
emerging and re-emerging infectious diseases and pests affecting humans, animals, plants, and the
environment; misuse of biotechnology resulting in a biological incident; accidental release of biological
agents; and threats posed by state and non-state actors seeking to develop or use biological weapons.

Health, prosperity, and security depends on our ability to stop infectious disease outbreaks at their source
and to rapidly contain biological incidents, wherever they occur. On September 18, 2018, the United
States issued the National Biodefense Strategy, which contains goals and objectives that guide the United
States in assessing, preventing, detecting, preparing for, responding to, and recovering from a biological
incident, whether deliberate, naturally occurring, or accidental in origin, and the accompanying
Presidential Memorandum on Support for National Biodefense (NSPM-14)( see
https://www.phe.gov/Preparedness/biodefense-strateqy/Pages/default.aspx ). Integral to the strategy are
research and development programs aimed at protecting against the deliberate use of biological materials
and agents to cause harm. These programs focus on the swift identification of harmful pathogens and
outbreaks of infectious diseases, and their containment, treatment, and elimination from the

environment. Research on these pathogens, including study of molecular mechanisms and related
diagnostic, vaccine and therapeutic development, not only increases U.S. biodefense preparedness, but
also offers inherent benefits for broader public health. The programs are managed by several agencies
with direct stakes in national security, environmental protection, and human and animal health and safety,
including the Departments of Agriculture, Defense, Energy, Health and Human Services, Homeland
Security, and the Environmental Protection Agency. While the United States takes a broad interpretation
of biodefense, the programs described in the BWC confidence-building measures are those focused, at
least in significant part, on the traditional interpretation of biodefense as defense against biological
weapons. To promote the benefits gained by these programs beyond traditional biodefense, and to ensure
that the research is available to the scientific community both domestically and internationally, the United
States Government encourages the publication of research funded by its biodefense programs.

For more information on other U.S. Government strategies related to biodefense, including biological

threat preparedness and response, please consult:

e Management of Domestic Incidents (Homeland Security Presidential Directive 5 [HSPD-5]) and the

related National Response Framework;

Presidential Policy Directive 8: National Preparedness (PPD-8);

National Strategy for Defense of United States Agriculture and Food (HSPD-9);

Medical Countermeasures against Weapons of Mass Destruction (HSPD-18);

Public Health and Medical Preparedness (HSPD-21);

Executive Order 13527 (“Establishing Federal Capabilities for the Timely Provision of Medical

Countermeasures following a Biological Attack™);

e Executive Order 13987 (“Organizing and Mobilizing the United States Government To Provide a
Unified and Effective Response To Combat COVID-19 and To Provide United States Leadership on
Global Health and Security™).
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Form A, Part 2 (ii)

National biological defence research and development programmes: Department of Defense

Description

1. State the objectives and funding of each programme and summarize the principal research and
development activities conducted in the programme. Areas to be addressed shall include:
prophylaxis, studies on pathogenicity and virulence, diagnostic techniques, aerobiology, detection,
treatment, toxinology, physical protection, decontamination and other related research.

Department of Defense Chemical and Biological Defense Program (CBDP) develops defensive
capabilities to enable the U.S. Armed Forces to deter, prevent, protect from, mitigate, respond to, and
recover from the effects of chemical and biological (CB) threats as part of a layered, integrated defense.
The Program is an integral contributor to a global and systems approach for Countering Weapons of Mass
Destruction (CWMD), Global Health Security, and other pertinent mission areas.

The Program works to counter biological threats by providing complementary sets of sensors, protective
equipment, and medical countermeasures to counter known and unknown threats, including novel and
naturally occurring emerging infectious diseases that may also pose a biological weapons threat. Current
defensive research focuses on host-pathogen interactions; capabilities for pre- and post-exposure
therapeutics for bacterial biological select agents and novel threats; testing battlefield detection and
identification methods, protective systems, and decontamination systems; the development of rapid and
deployable detection assays for troop protection; and medical defenses against toxins.

The Program also works on producing self-disinfecting and/or self-decontaminating materials, as well as
developing, producing, and fielding capabilities for sampling, detecting, and identifying biological agents.

Biological defense related work conducted by the Department of Defense is carried out by the military
services and biological defense program-focused agencies. These include funding agencies and service
laboratories within the Departments of the Air Force, Army, and Navy, and the Defense Threat Reduction
Agency/Joint Science and Technology Office, the Joint Program Executive Office for Chemical and
Biological Defense, and the Defense Advanced Research Projects Agency.

2. State the total funding for each programme and its source.
$416,599,000 U.S. Department of Defense (DOD)

3. Are aspects of these programmes conducted under contract with industry, academic institutions,
or in other non-defence facilities?
Yes.

4. If yes, what proportion of the total funds for each programme is expended in these contracted or
other facilities?
68.7%

5. Summarize the objectives and research areas of each programme performed by contractors and
in other facilities with the funds identified under paragraph 4.

e Provide support and capabilities to protect the U.S. Armed Forces against biological warfare threats
o Development, testing, and manufacturing of vaccines, therapeutics, and diagnostic systems

o Development of self-disinfecting and/or self-decontaminating materials
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Development and testing of detection and identification methods, protective equipment, and
decontamination systems

6. Provide a diagram of the organizational structure of each programme and the reporting
relationships (include individual facilities participating in the programme).

Department of Defense

0SD (A&S)

DTRA
Joint Science and
Technology Office

Universities and
Contractors

0SD (R&E) Secretary of the Army

Chem Bio Defense
Program Test and
Evaluation

Joint Program Executive

Universities and Office for Chemical,
Contractors Biological, Radiological

and Nuclear Defense

Program Analysis and
Integration Office

Service Laboratories

Universities and
Contractors

This chart reflects funding relationships

Joint Staff

Joint Requirements
Office for CBRN Defense

7. Provide a declaration in accordance with Form A, part 2 (iii) for each facility, both governmental
and non-governmental, which has a substantial proportion of its resources devoted to each national
biological defence research and development programme, within the territory of the reporting

State, or under its jurisdiction or control anywhere.

Lothar Salomon Life Sciences Test Facility (LSTF) — Page 47

Naval Medical Research Center (NMRC) — Page 49
Naval Research Laboratory (NRL) — Page 52

Naval Surface Warfare Center (NSWC) - Dahlgren Division Chemical, Biological, Radiological
(CBR) Defense Laboratory — Page 54
U.S. Army Combat Capabilities Development Command Chemical Biological Center (CCDC CBC),

formerly named U.S. Army Edgewood Chemical and Biological Center — Page 56
U.S. Army Medical Research Institute of Chemical Defense (USAMRICD) — Page 58
U.S. Army Medical Research Institute of Infectious Diseases (USAMRIID) — Page 60
Air Force Research Laboratory (AFRL), 711 HPW — Page 70
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The U.S. Army Combat Capabilities Development Command Soldier Center (CCDC SC), formerly
named U.S. Army Natick Soldier Research Development and Engineering, did not receive funding for
biodefense work in 2021 and is not included in the U.S. Confidence Building Measures covering 2021.
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Form A, Part 2 (ii)

National biological defense research and development programmes: Environmental Protection
Agency

Description

1. State the objectives and funding of the programme and summarize the principal research and
development activities conducted in the programme. Areas to be addressed shall include:
prophylaxis, studies on pathogenicity and virulence, diagnostic techniques, aerobiology, detection,
treatment, toxicology, physical protection, decontamination and other related research.

The Environmental Protection Agency (EPA)'s mission is to protect public health and the environment.
The Homeland Security Research Program (HSRP), part of the EPA's Office of Research and
Development, conducts and reports on research to improve capacity to respond to and recover from
environmental contamination of water infrastructure, buildings, and outdoor areas by chemical,
biological, radiological and nuclear (CBRN) agents. The HSRP biodefense program focuses on EPA's
two biodefense responsibilities: 1) assistance in the protection of the American water supply, and 2)
decontamination of indoor and outdoor areas should the U.S. suffer a contamination incident.

EPA is designated as the government's lead sector-specific agency for water and is responsible for
protecting water systems and detecting and recovering from terrorist attacks affecting them. EPA's
homeland security research is responsible for developing products and providing expertise to protect,
detect, respond to, and recover from terrorist attacks on the nation's water and wastewater infrastructure.

EPA is also the lead federal agency for the remediation of areas contaminated by terrorist events
involving the release of biological organisms, biotoxins, chemical warfare agents, toxic industrial
chemicals, and radiological materials. Terrorist acts may involve biological, chemical, and radiological
agents not previously encountered as environmental pollutants. EPA's homeland security research is
responsible for providing procedures and methods that will assist EPA's responders in the characterization
and containment of contamination, and in the remediation of sites following terrorist attacks.

As part of the biological decontamination mission space, the research programme supports EPA’s
responsibilities related to the Federal Insecticide, Fungicide, and Rodenticide Act. Antimicrobial
products, such as products used for decontamination, must be used in accordance with EPA approved
registration claims. This includes disinfectants for use in support of the COVID-19 public health
emergency; the research program supported the response to the emergency through testing of disinfection
products and devices and the development of efficacy test methods.

2. State the total funding for the programme and its source.
$6,400,000 U.S. Environmental Protection Agency (EPA)

3. Are aspects of the programme conducted under contract with industry, academic institutions,
or in other non-defense facilities?
Yes

4. If yes, what proportion of the total funds for the programme is expended in these contracted or

other facilities?
30%

Page 23 of 188



5. Summarize the objectives and research areas of the programme performed by