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\l{(ﬂefﬂh “Humanservices  BARDA Bridging Mission
’€

BARDA = (CBRN + P| + ED)MCM

® Coordination of PHEMCE Enterprise MCM Activities
® Advanced development

® Stockpile procurement & establishment

® Manufacturing infrastructure building

® Innovation
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National Biodefense Science Board

BARDA
NIH BARDA | andcpc | CDC CDC and OPEO
FDA
Research and Advanced .= Surveillance/ ... .
Development | Development | Acquisition Storage/ Deployiii Utilizatie
Maintenance

PHEMCE COORDINATED PLANNING
& EXECUTION




¢Z':fthMDHuman Services i
B s BARDA Partnerships

Preparedness and Response (ASPR)




3/( E;t?i f‘ ?’f“m sevices: BARDA Lane Assignments

Office of the Ass
Preparedne dRc—q;'l {tHIH}

® BARDA receives from DNS WMD risk assessments

® BARDA with NIH & Enterprise members develops
MCM requirements

® NIH supports MCM discovery, pre-clinical, and
proof of concept Phase 1 studies

® BARDA supports MCM advanced development &
commercialization towards FDA-licensure

® BARDA acquires MCMs for initial stockpiles until
product licensure

® CDC/SNS acquires MCMs as licensed products
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<{@Iuﬂﬁ Dﬁf—’f:-”mm senvices BARDA Bridges of Product
Development & Acquisition

® Utilize robust product pipeline at early stage development

® Nurture MCM platform technology development for cross-
Indication usage

® Foster focused and continued advanced
development/commercialization of multiple product types

® Implement incremental milestone acquisitions for
stockpile establishment with long term commitments

® Maintain multiproduct/multimanufacturer portfolio for
sustainability & redundancy of preparedness/response

® Support supportive & ancillary product/services
development & acquisition



BARDA Bridges of Product

{( Healh ﬁﬁ”mm sevices Manufacturing Infrastructure
ol Building

® Retrofit existing facilities for maximal capacity
and flexibility

® Support new facility building with
multiproduct manufacturing capability

® Establish centers of excellence for product
development & production for non-
commercial products and industry partner
assistance

® Establish network of formulation/fill-finish
manufacturers for emergency
production/distribution
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Preparedness and Response (ASPR)

® Capability to focus support to academia & industry on
new ways to make MCMs better in coordination with
partners (NIH, DoD, CDC, Industry)

- Animal models
— Immune modulation
- Immunity assessment

- Analytical assays (potency assays)
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BARDA Website
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BARDA:

URL: www.hhs.gov/aspr/barda/
E-Mail: BARDA@hhs.gov

- BARDA Strategic Plan (Oct. 08)
- Upcoming Events

- Acquisitions

- BioShield

- Influenza Programs
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