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The Threats are Real  

CBRN  

Pandemic  
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Infectious  
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Establishment of BARDA  

•	 $5.6B advanced appropriation to 
develop MCMs against CBRN threats 

•	 Established the ASPR and BARDA 
•	 BARDA – CBRN, PI, and EID threats 
•	 Authority to invest in ARD 
•	 EUAs PBS – 2004 

•	 New, yearly funds for ARD: $415M 
•	 Reauthorization of PBS: $2.8B 

PAHPA – 2006 
•	 Restore BARDA 

Contracting 
•	 MCIP Program 

PAHPRA – 2013 

21st Century Cures Act – 2016 



  

  
 

 

 

The Big Picture  

BARDA’s Mission: 
Saving Lives, 

Protecting America 
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The BARDA Model  

MCM Development 

MCM Stockpiling 

FDA Approvals 

Dedicated & Talented Team 

Infrastructure 

Core Services 

Partnerships 



 
 

 

 
 

 
 

 
 

 

 
 

 
 

 
 

  

 

 

 

 

 

 

 

BARDA’s Core Services:  
Our Response Infrastructure  

CIADMs: 
Centers for 

Innovation in 
Advanced 

Development &
Manufacturing 

Fill-Finish 
Manufacturing

Network 

Nonclinical 
Development

Network 

Clinical Studies 
Network 

Quantitative 
Analytical 

Modeling Hub 

2012 

Regulatory & 
Quality Affairs 

2006 2013 

2009 2011 

2013 
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Over $1.5 Billion    
Invested  in  FY17   

Total: $1,556,906,321  

Advanced 
Research & 

Development 
$452.0 M 

Project BioShield 
$531.1 M 

Pandemic 
Influenza 
$268.1 M 

Zika 
$262.9 M 

Ebola  
$42.8 M  
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Growing Investments  
FY17  

FY15 
$1,013,570,435 

FY16 
$1,192,451,778 

$1,556,906,321 

Ebola 

PanFlu 

PanFlu 
PanFlu 

Ebola Ebola 

Zika 

Zika 

AR&D AR&D AR&D 

PBS 
PBS PBS 

$200 M 

$400 M 

$600 M 

$800 M 

$1.0 B 

$1.2 B 

$1.4 B 

$1.6 B 
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Our Industry Partners  
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Our Federal Partners  
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FDA Approvals,  
Licensures, and Clearances  

12 



  

  

    
 

    
 

 

   

Project BioShield  

Our pledge to you…  

27 products supported 

14 products added to the  
Strategic National Stockpile  
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6 products taken to FDA  
approval/licensure/clearance  



  

 

Looking to the Future  
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2018 Priorities  
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CBRN Preparedness  

Preparedness 
Gaps 
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Pandemic Influenza 
Preparedness

Early Detection Early Response   Saving Lives 
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Rapid Response Capability  

Preclinical    Phase  I       Phase  II     Phase  III      Licensure  

MCM Development Stage 

MCM candidate based 
on Platform Technology 

New 
Threat 
Data 

Large Scale Production 

For any  outbreak:  
• Rapid development 
• Rapid manufacturing
• Rapid response 

Outbreak! 

CIADMs 

New MCM 
candidate 

Rapid response  
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Innovation in Diagnostics 
Infection Appropriate treatment Diagnosis 

  Wearable
diagnostic  

For any outbreak: 
• Faster identification
• Faster response
• Real-time epi-data

+

Infection 
Diagnosis 

Appropriate  
treatment  
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Respiratory Protection:  
Innovation in Design and Materials  

Example: Reusable respirators  

Innovation reduces  
# of respirators needed  

N95 requirement for N95 requirement for  
single-use respirators reusable respirators  

Develop respirators that are: 
• Safe 
• Effective 
• Comfortable 
• Reusable 
• Simple 
• Minimally interfering 

Healthcare settings Community settings 
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CARB-X: A Model for Early-Stage  
Development Partnerships  

• A private sector approach to funding and portfolio management 
• Portfolio currently contains 23 candidates 
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Other Transaction Agreements:  
Model for Late-stage Development  

A more flexible, portfolio-based  
approach to partnerships  
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Committing to a  
More Effective BARDA  

• Improved Communication 

• Improved Responsiveness 
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Streamlining our    
Enga  

• Single, secure  web-based system   
• Integrate market research,  outreach,  application  

reviews, and p roject management  
• Real-time tracking of portfolio/product  landscapes,  

with data analytics and vi sualization tools   

gement of Industry  

Industry Awareness  & Outreach:  
Online tracking  of  offeror information, 

BARDA’s  record of  engagement  

Pre-Award  Application: 
Online  application review  system  

Post-Award:  
Online progress reporting 

Faster, integrated engagement, reviews, and partnering 
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BARDA TechWatch:  
Accelerating Success  

U.S. Government	 

Industry 

Academia 

MCMs  
echnology

Assays  
Platforms  

Models  

T  

TechWatch  
Strategy  - Exchange  
Expertise  - Planning  

BARDA 
Knowledgebase 

Next 
Steps 

BARDA Portfolio 

Continue Developing 
in Private Sector 

Connect to 
Other Agencies 
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Our Greatest Resource  

We Look Forward to Partnering With You!  
ASPR: Saving Lives…Protecting America  
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Online Resources  

https://www.medicalcountermeasures.gov/home.aspx 
• Portal to BARDA: Register to request a TechWatch meeting! 

https://www.fbo.gov/ (“FedBizOpps”) 
• Official announcements and info for all government contract solicitations 

https://www.usajobs.gov/ 
• Join the team! 

https://www.phe.gov/about/BARDA/Pages/default.aspx 
• Program description, information, news, announcements 

ASPR: Saving Lives…Protecting America  
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