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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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Capability Gap:
* Drug-resistant flu viruses can threaten U.S.

Armed Forces and U.S. civilians at home and
abroad

* HIN1-like pandemic may cause attack rates
exceeding 10% per month on service members

e Large outbreaks could have a significant impact
on military medical and operational capabilities

* Despite yearly vaccinations in the U.S., 36,000
influenza-related deaths and more than
200,000 hospitalizations occur each year (CDC)

—

Product Description [Favipiravir (T-705)]:

e Broad-spectrum, anti-influenza drug with a
mechanism of action different from current
FDA approved anti-influenza drugs

* Effective against multiple influenza viruses,
including the 2009 H1N1 pandemic virus, and
drug resistant influenza strains

* Demonstrated broad-spectrum activity against
other RNA viruses in the Center for Disease
Control and Prevention (CDC) Bioterrorism
Agents/Diseases list
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* Traditional protocols for flu prevention may not fully protect U.S. Armed Forces
e Favipiravir (T-705), a broad-spectrum influenza antiviral is effective against multiple strains of
the flu, including the 2009 H1N1 virus and drug-resistant flu strains

* Product has demonstrated efficacy against agents of interest from the Centers for Disease
Control and Prevention (CDC) Bioterrorism Agents/Diseases list
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Favipiravir (T-705):
post-exposure anti- 4
influenza drug
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Strategy:

e Single step acquisition to Food and Drug Administration (FDA) approval
e Candidate must be broad spectrum or have adaptable platform capability > TRL 6B

e Complete Phase 3 clinical trials and submit New Drug Application (NDA) to FDA for
approval

Status:

e Contract awarded to Medivector, Inc. (Boston, MA) on 14 March 2012 to develop
Favipiravir (T-705),a broad-spectrum MCM:

 Efficacious against multiple strains of the flu, including the 2009 H1N1 virus and
drug-resistant influenza strains

e Aimed to address a pronounced gap in the existing interagency influenza MCM
development portfolio
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e FY14/15 — Evaluate spectrum of therapeutic response of Favipiravir (T-705) to
diseases other than influenza

e Potential future programs include new therapeutic model systems for Emerging
Diseases

* Development of new therapeutic animal model systems for emerging diseases
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Collaboration Partnerships
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JPM-TMT Points of Contact

Product Manager
EID-Flu

LTC David Gibson
703.704.1178
david.r.gibson.mil@mail.mil

Asst. Product Manager
EID-Flu

Dr. Tyler Bennett
703.704.0625
tyler.n.bennett.civ@mail.mil

Learn how we partner with
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industry, other government FOLLOW US ON |' 1 @JIPMTMT AND LIKE US ON 1 s ‘”111“11\ In:‘ . mlj‘dlm i.,'g
agencies and academia \ : m ectly to our website |_-|'"

www.jpmtmt.mil
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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/Joint 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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Acronym Glossary

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
0USD(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
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
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