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Disclaimer

• While we are presenting our currently planned 
Business Opportunities we recognize that theseBusiness Opportunities, we recognize that these 
may change given our changing fiscal 
environment and the strategic guidance of the 
D t t f th D fDepartment of the Defense.

• New starts and increases to production levels in 
FY13 will be delayed until the Appropriations BillFY13 will be delayed until the Appropriations Bill 
is passed.
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MITS Organizational Structure
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MITS Mission & Vision

MISSION:
Provide the Warfighter and the Nation robust & affordable

FDA‐approved lifesaving medical countermeasure drug capabilities
i h i l bi l i l di l i l d l hagainst chemical, biological, radiological and nuclear threats

VISION:
The premier organization to deliver FDA‐approved lifesavingmedical countermeasure

UNCLASSIFIED

The premier organization to deliver FDA approved lifesaving medical countermeasure 
drug capabilities for chemical, biological, radiological and nuclear threats
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Chemical Defense Medical Products
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Radiological/Nuclear Medical Products

UNCLASSIFIED

DECISION
SUPPORT TOOL

DECISION
SUPPORT TOOL
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Supporting Science & Technology Efforts

SCIENCE & TECHNOLOGYSCIENCE & TECHNOLOGY ADVANCED DEVELOPMENTADVANCED DEVELOPMENT

Alternate formulations for medical treatments and 
prophylaxis to increase operational life of soldier carried 11prophylaxis to increase operational life of soldier carried 
items Bioscavenger (BSCAV)

Animal model refinement and standardization to support 
indication efficacy

ll i

11 22 33 44 55

11

22

Centrally Acting Nerve Agent Treatment 
System (CANATS)

Accelerated manufacture of pharmaceutical active 
pharmaceutical ingredients (APIs) for recombinant proteins 33

22 66

Chemical Warfare Agent Prophylaxis & 
Pretreatment Pharmaceuticals (CWAPPP)

Catalytic bioscavenger for traditional and emerging threat 
agent prophylaxis

FDA approved neuroprotectant pharm that prevents/reduces 
neurological damage

44

55

11 22 33

g g

Improved Nerve Agent Treatment System 
(INATS)A centrally acting treatment to provide acute treatment to 

central nervous system (CNS) effects following emerging 
threat and traditional nerve agent poisoning

66
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Medical Radiation Countermeasures 
(MRADC)

Treatment intervention for radiation injury associated with 
hematopoietic and gastrointestinal subsyndromes of acute 
radiation syndrome

77
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Intra/Interagency Partnerships

LEGEND:

 DTRA/JSTO: Defense Threat Reduction Agency/Joint Science & Technology Office
 USAMRICD:United States Army Medical Research Institute of Chemical Defense
 DARPA:Defense Advanced Research Projects Agency DTRA

• Active  integrated 
product team (IPT) 
participation

LEGEND:

 EPA: Environmental Protection Agency
 DHS: Department of Homeland Security
 HHS: Health and Human Services

EPA

U
SAM

RIC

A/JSTO • Identified as a user 
group  for Bioscavenger

• Capability Technology 
Agreements (CTAs) in 
place to facilitate 
transition to advanced 
development

• Partnering on Fast Track 

• Examining catalytic bioscavenger 
prototypes

• Examining post exposure, pre‐
symptomatic (PEP) indication 
with recombinant BChE and  CD g

initiatives for 
Bioscavenger

catalytic bioscavengers

• Efficacy studies for other product 
development efforts

H

DARPA

D
H
S

• Identified as a user 
group  for Bioscavenger

• Active IPT participation

• Performing research on 
recombinant platforms 
that could potentially 
produce BChE H

H
S

A • Active IPT participation
• Lead developer for 
MRADC 

• Acquisition of 
midazolam for nerve 
agent exposure for 

di i l i

p
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pediatric populations
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Business Opportunities

Unfunded 
Req irements (UFRs)

Unfunded 
Req irements (UFRs)

CBMS Tech Watch 
Seminar Program
CBMS Tech Watch 
Seminar Program

Requirements (UFRs)Requirements (UFRs)

CBMS Broad Agency 
Announcement (BAA)
CBMS Broad Agency 
Announcement (BAA) Small Business 

Innovation Research 
(SBIR)

Small Business 
Innovation Research 

(SBIR)
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(SBIR)(SBIR)

MITS PORTFOLIOMITS PORTFOLIO



MITS Areas of Interest

• Biological toxin, chemical, radiological/nuclear medical 
countermeasures (MCMs) applying the “1 drug: many 
bugs” concept

• Novel delivery methods for Soldier‐carried MCMs

• Adjuncts to vaccines under development with JVAPj p

• Repurposing efforts for already FDA‐approved drugs

• Post exposure, pre‐symptomatic (PEP) drugs with linkage p , p y p ( ) g g
to BSV diagnostics in development   
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Compelling business case needed for new advanced development work



JPM‐MITS Funding Profile FY14‐18
(Based on POM14 President’s Budget) 

Adv Dev 
$K FY14 FY15 FY16 FY18 FY19 TOTAL$K FY14 FY15 FY16 FY18 FY19 TOTAL

TOTAL $66,038 $64,547 $62,789 $58,260 $86,383 $338,017
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MITS Points of Contact
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Acronym Glossary

IBR: Integrated Baseline Review
ICD: Initial Capabilities Document
IND: Investigational New Drug
IOC: Initial Operational Capability
JILA: Joint Integrated Logistics Assessment

OGA: Other Government Agency
OSD (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

ADM: Acquisition Decision Memorandum or 
Advanced Development & Manufacturing

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

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

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

BARDA: Biomedical Advanced Research and 
Development Authority

BBP: Better Buying Power
BLA: Biologics License Application
BSV: Biosurveillance
CBMS: Chemical Biological Medical Systems
CDD C bili D l D 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

SEP: Systems Engineering Plan
SNS: Strategic National Stockpile
SPA: Special Protocol Assessment
TD: Technology Development 
TDP: Technical Data Package
TED: Troop Equivalent Dose

CDD: Capability Development Document  
CPD: Capability Production Document
cGMP: Current Good Manufacturing Practice
CONOPS: Concept of Operations
CPIF: Cost Plus Incentive Fee
DARPA: Defense Advanced Research Projects 

Agency 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 Mil

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 

l i i

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 MS: Milestone 

MSR: Manufacturing Sustainment Rate 
NDA: New Drug Application
NGDS: Next Generation Diagnostic System
NIH: National Institutes of Health
NTA: Non‐Traditional Agent

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

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
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O&M: Operation and Maintenance
OASD (HA): Office of the Assistant Secretary of 

Defense (Health Affairs)

: u ate oduct o
FY: Fiscal Year
HHS: Health and Human Services


