Def ense Heal th Program
Fi scal Year (FY) 2013 Budget Estimates
Exhi bit R-2, DHP RDT&E Budget Item Justification

DATE: February 2012

Appropriation/Budget Activity R1 Item Nonencl ature: 9
Def ense Heal th Progranf BA: 2 Medi cal Products and Support Systens Dev
0605145HP

COST: (Dollars in MIIlions)

2011 2012 2013 2014 2015 2016 2017
Act ual Estimate Estimate Estimate Estinmate Estimate  Estimate
Total PE 0605145 0. 000 33.695 17.116 13. 476 20. 455 36. 013 37.694
GDF-Medical Products 0. 000 18. 485 8.521 13. 476 20. 455 36. 013 37.694
and Support Systems
Development
(GDF-MPSSD)
Hyperbaric Oxygen 0. 000 15. 210 8. 595 0. 000 0. 000 0. 000 0. 000
Therapy Clinical Trial
(Army)

A. MISSION DESCRIPTION AND BUDGET ITEM JUSTIFICATION: Cuidance for Devel opnent of the Force (GDF) - Medica
Products and Support Systens Devel opnent: This Program El enent (PE) funds system devel opnment and denonstration
of medi cal comodities delivered fromthe vari ous nedi cal advanced devel opnment and pr ot ot ypi ng DoD Conponent s t hat
are directed at nmeeting validated requirenments prior tofull-rateinitial production andfielding, includinginitial
operational test and evaluation and clinical trials. Researchinthis PEis designed to address the foll owi ng: areas
of interest to the Secretary of Defense regardi ng Wunded Warriors, capabilities identified through the Joint
Capabilities Integration and Devel opnent System and the strategy and initiatives described in the Quadrenni al
Def ense Revi ew. Program devel opnent and execution is peer-reviewed and fully coordinated with all of the Mlitary
Servi ces, appropri ate Def ense Agenci es or Activities and ot her federal agenci es, toincludethe Departnent of Veterans
Affairs, the Departnment of Heal th and Hunan Servi ces, and Departnent of Homel and Security. This coordi nation occurs
t hrough the pl anni ng and execution activities of the Joint Program Committees, established for the Defense Health
Pr ogramResear ch, Devel opnent, Test and Eval uati on (RDT&E) fundi ng. The work i ncl udes devel opnent and denonstrati on
of medi cal nodeling and simulation systenms for training/education/treatnment, and medi cal system devel opnent and
denonstrati on.
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The Arny Medical Conmand receives funding to support product devel opment of hyperbaric oxygenation for chronic,
mld traumatic brain injury (TBI). The effort enconpasses devel opment, initiation, operation, analysis, and
subsequent publication of clinical trials to conpare and assess the long-termbenefit of hyperbaric oxygen (HBO2)
t herapy on service nenbers with mld TBI.

B. PROGRAM CHANGE SUMMARY:

2011 2012 2013 2014
FY13 Budget Estimate RDT&E 0. 000 34. 559 16. 834 13. 365
Change Proposal 0. 000 0. 000 0. 282 0.111
SBI R 0. 000 -0. 864 0. 000 0. 000
FY13 Budget Submi ssion RDT&E 0. 000 33. 695 17. 116 13. 476

PROGRAM CHANGE SUMMARY EXPLANATION:
FY 2011: No Change.

FY 2012: SBIRTransfer fromDHP RDT&E, PE 0605145- Medi cal Products and Support Syst ens Devel oprment (-$0.864 million)
to DHP RDT&E, PE 0605502 — Smal | Business Innovation Research (SBIR) program (+$0.864 mllion).

FY 2013: Change Proposal for inflation adjustnment to DHP RDT&E, PE 0605145- Medi cal Products and Support Systens
Devel opnent (+$0.282 mllion).

FY 2013: Change Proposal for inflation adjustnent to DHP RDT&E, PE 0605145- Medi cal Products and Support Systens
Devel opnent (+$0. 111 million).

C. OTHER PROGRAM FUNDING SUMMARY: None.

D. ACQUISITION STRATEGY: Test and eval uate nmedi cal procedures and prototype devices i n government - managed Phase
2clinical trialstogather datarequired for nilitary and regul atory requirenents prior to production and fi el di ng,
to include FDA |icensure and Environnmental Protection Agency registration.
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E. PERFORMANCE METRICS:

The benchmark performance netric for transiti on of research supportedinthis PEwill be the attainment of a maturity
| evel that is typical of TRL 8.
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