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Disclaimer

 While we are presenting our currently planned
Business Opportunities, we recognize that these
may change given our changing fiscal
environment and the strategic guidance of the
Department of the Defense.

 New starts and increases to production levels in

FY13 will be delayed until the Appropriations Bill
is passed.
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BSV Organizational Structure

N

A -,
_f.ll"u:'
DR JASON ROOS
BSV

20121115 VID Overview - BSV UNCLASSIFIED



BSV Mission/Vision

MISSION:

Develop and integrate chemical, biological, radiological, and nuclear (CBRN)
technologies to enable early warning, identification, and continued
situational awareness of potential global health threats

NOISIAOYy
PROVISIONAY

VISION:

Mitigate the impact of global health threats to the Warfighter and the Nation

with state-of-the-art chemical, biological, radiological, and nuclear (CBRN)
surveillance capabilities
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BSV Products

* Fielded Systems

— Joint Biological Agent Identification and Diagnostics System (JBAIDS)

— Critical Reagents Program (CRP) provides biological defense assays and

reagents to support R&D, advanced development, testing & evaluation and
fielded systems

* Immunological Assays: Lateral Flow Immunoassays;
Electrochemiluminescence Assays

* Molecular Assays: Polymerase Chain Reaction (ABI, R.A.P.I.D, and RAZOR)
* Reagents: Antibodies; inactivated antigens; genomics; strain repositories

e Advanced Development
— Next Generation Diagnostics

e Next Generation Diagnostics System (NGDS) Increment 1 Deployable
Component (JBAIDS Replacement)

e NGDS Increment 1 Service Laboratory Component
* NGDS Increment 2

— Joint USFK Portal and Integrated Threat Recognition Advanced Technology
Demonstration (JUPITR ATD)

e Bio-surveillance Portal (BSP)
e Biological Identification Capability Set (BICS)
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SCIENCE & TECHNOLOGY ADVANCED DEVELOPMENT

Knowledge of clinically relevant concentrations of BWA for n«\

diagnostics to support the conduct of FDA clinical trails in N\ It ] ] ] e

support of emerging FDA requirements \\ Joint Biological Agent Identification and
o,

CLIA-waived Point-of-Care-Diagnostic n J Diagnostic System (JBAIDS)

BW Exposure Assessment Tool N
N ’Next Generation Diagnostic System (NGDS)

Increment | n m

Simplified methods to collect human clinical specimens
(including self-sampling by individuals) handed a kit. That
includes preservatives and transport packaging so that
specimens received at multiple upstream locations can each
conduct the required analysis without the elements in the
specimen needed for analysis having degraded

Next Generation Diagnostic System (NGDS)

/'f Increment Il

Vesicant and MedRad Diagnostic capability

Biopredictive Systems that virtualizes & integrates the BSV
surveillance/detection, investigation and response. n n n n m

24 Month Diagnostic Challenge

Algorithm Development Price

(Biological) Threat Characterization from environmental,
vector, BSV #3, and veterinary matrices

Ruggedized Antibody Program

Improved algorithms for rapid database matching of DNA
sequences

Improved capabilities in man-portable/hand-held point
detection/identification technologies for field use
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Intra/Interagency Partnerships

* BSV Ecosystem
e 24 Month Dx Challenge

Preparing annexes to
Nuclear Chemical
Biological Health Affairs
Memorandum of Use

* BSV Matrix Meetings
e Cobra Deep Dives

olsr/vild

* Source _Selection z * Collaborating on GEN3
Evaluation Board (SSEB) acquisition

chair for ATP Antibody

development program * Technical Coordination

CRP supplies assays/ Working Group
reagents via the Interagenc A .

Acquisition Agreement with SeRanerJY?sp'lclcﬁ:E ﬁ/ISZy;{] d
Gl the US Secret Service
Submitting pre-positioned

Emergency Use

Authorization (EUA)

package to FDA

Working with the CDC on

orthopox virus projects
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 Market Studies
— Existing Government Biological Defense Systems Study

 Technology Readiness Assessments (TRA)
— Handheld System
— Man-portable/Mobile Lab
— Genetic Sequencing
— Sample Processing
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Business Opportunities

* NGDS
—Increment 2 RFP anticipated November 2014
 CRP

— Storage and Distribution services
— Verification testing services
— Customer interface/business tool

20121115 VID Overview - BSV UNCLASSIFIED



(Based on FY13 President’s Budget)

JPM-BSV Funding Profile FY13-17

Ad‘él?e" FY13 FY14 FY15 FY16 FY17 TOTAL

$55,935 $32,468 $37,494 544,440 535,390 $205,727
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BSV Points of Contact

Joint Product Director

Dr. Jason W. Roos
301.619.8475
jason.roos@us.army.mil

Learn how we partner with industry,
other government agencies and academia.
www.jpeocbhd.osd.mil/packs/Default.aspx?pg=1207

FOLLOW US l' .I‘ @JPEOCBD1  LIKE US
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Deputy Joint Product Director

Jennifer C. Dabisch
301.619.4434
jennifer.c.dabisch@us.army.mi

L}
Use your smartphone _E
to scan our QR code and .:r..

go directly to our website. :ﬁ
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Acronym Glossary

ADM: Acquisition Decision Memorandum or
Advanced Development & Manufacturing

AoA: Analysis of Alternatives
APUC: Acquisition Procurement Unit Cost
AS: Acquisition Strategy

BARDA: Biomedical Advanced Research and
Development Authority

BBP: Better Buying Power

BLA: Biologics License Application

BSV: Biosurveillance

CBMS: Chemical Biological Medical Systems
CDD: Capability Development Document
CPD: Capability Production Document
c¢GMP: Current Good Manufacturing Practice
CONOPS: Concept of Operations

CPIF: Cost Plus Incentive Fee

DARPA: Defense Advanced Research Projects
Agency

DHS: Department of Homeland Security
DoD: Department of Defense
DSTL: Defense Science Technology Laboratory

DTRA/JSTO: Defense Threat Reduction
Agency/loint Science and Technology Office

EMD: Engineering Manufacturing and
Development

EPA: Environmental Protection Agency
FDA: US Food & Drug Administration
FFP: Fixed Firm Price

FOC: Full Operational Capability

FRP: Full Rate Production

FY: Fiscal Year

HHS: Health and Human Services
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IBR: Integrated Baseline Review

ICD: Initial Capabilities Document

IND: Investigational New Drug

10C: Initial Operational Capability

JILA: Joint Integrated Logistics Assessment
JPEO: Joint Program Executive Office(r)
JPM: Joint Project/Product Manager

JPM-ADM: Joint Project Manager- Advanced
Development & Manufacturing

JPMO: Joint Project/Product Management Office

JRO-CBRND: Joint Requirements Office for
Chemical, Biological, Radiological, and
Nuclear Defense

JVAP: Joint Vaccine Acquisition Program
KPP: Key Performance Parameter

KSA: Key System Attribute

LCCE: Life Cycle Cost Estimate

LCMP: Life Cycle Management Plan
LCSP: Life Cycle Sustainment Plan

LRIP: Low Rate Initial Production

MDA: Milestone Decision Authority

MITS: Medical Identification and Treatment
Systems

MS: Milestone

MSR: Manufacturing Sustainment Rate
NDA: New Drug Application

NGDS: Next Generation Diagnostic System
NIH: National Institutes of Health

NTA: Non-Traditional Agent

O&M: Operation and Maintenance

OASD (HA): Office of the Assistant Secretary of
Defense (Health Affairs)
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OGA: Other Government Agency

0SD (NCB/CB): Office of the Secretary of Defense
(Nuclear/Chemical Biological)

OSTP: Office of Science and Technology Policy

OUSD(C): Office of the Under Secretary of
Defense (Comptroller)

PAIO: Joint CBRN Defense Program Analysis
Integration Office

RDT&E: Research, Development, Test and
Evaluation

RFP: Request For Proposal

SEP: Systems Engineering Plan

SNS: Strategic National Stockpile

SPA: Special Protocol Assessment

TD: Technology Development

TDP: Technical Data Package

TED: Troop Equivalent Dose

THP: Trained Health Care Provider
TMT: Transformational Medical Technologies
TOA: Total Obligation Authority

TRA: Technology Readiness Assessment
TRL: Technology Readiness Level

USAMMDA: US Army Medical Materiel
Development Activity

USAMRIID: US Army Medical Research Institute
of Infectious Disease

USAMRICD: US Army Medical Research Institute
of Chemical Defense

USAMRMC: US Army Medical Research and
Materiel Command




