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OVERVIEW
 

• BARDA Mission and Vision 
• CBRN Drug Development Through the Years
 

• Key CBRN Legislation 
• Implementation Plan and MCM Review 
• Project BioShield Update 
• New CBRN Portfolio and Strategies 
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BARDA MISSION
 

Ensure the availability of countermeasures to 

dd bli h l h i
address public health emergencies 

•	 •	 Three  Three threat  areas:  Chem/Bio/Rad/Nuc  Pandemic Influenza threat areas: Chem/Bio/Rad/Nuc, Pandemic Influenza, 
Emerging Infectious Diseases 

• Comprehensive portfolio approach to development and 
acquisition of productsacquisition of products 

• Unique niche in USG biomedical R&D 
─ Mid- to late-stage product development 
─ Work with industry to progress product 

candidates through the pipeline
 

─ Staff with expperience in pproduct 

development and manufacturing
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Foster the of a robust biodefense

 

      

       

BACKGROUND
 

• MCM development is characterized by a severe market failure 
─ Drug development is extraordinarily expensive, takes a very long time, and 

i  i t d  ith  t d  l  f i kis associated with a great deal of risk 
─ Medical countermeasures (MCMs) address critical threats to national 

security but have limited if any commercial value or markets 

•	 The Special Reserve Fund of Project BioShield was established by 
Congress to provide a market guarantee to counter this market failure 
─	 Project BioShield also seeks to expedite MCM R&D and enhance the 

availability of needed products by providing FDA the authority to issue 
Emergency Use Authorizations for unlicensed products 

••	 The goals of Congress were to The goals of Congress were to 
─ Provide the necessary funds and authority to address pressing public 

health and national security needs; and 
─ Foster the development of a robust biodefense industryindustrydevelopment 
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CIVILIAN BIODEFENSE
 

• Chapter 1: pre-9/11, 1950s – 2001 

• Chapter 2Chapter 2: post-9/11 to Project BioShield : post 9/11 to Project BioShield, 20042001  2001 – 
2004  
• Chapter 3: Project BioShield and PAHPA, 2004 – 2006 

• Chappter 4: ASPR, BARDA & H1N1, 2007 – 2009 

• Chapter 5: Enterprise Transformation, 2010 Æ
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PROJECT BIOSHIELD 2004
 

Accelerated R&D: 
Provided NIH/NIAID 
with new authorities 
for review and 
award of support for 
R&D of MCM. 

Availability: 
Established 
Emergency Use 
Authorization for 
medical products – use 
of unlicensed products, 
or alternative uses of 
licensed pproducts. 

R & D Acquisition 

Project 
BioShield 

EUA 

Acquisition: 
Established secure 
funding source 
from FY04-FY13 
for purchase of 
CBRN security 
countermeasures. 

Authorized the    
$5.6B Special 
Reserve Fund that 
had been established 
in the FY04 DHS 
Appropriations Bill 
(P.L. 108-90) 

Virtually all risk placed on the manufacturer. 
Pipeline of product candidates not as mature as had been envisioned. 
Market guarantee attracted primarily small biotech firms. 



 

        

PANDEMIC AND ALL HAZARDS 

PREPAREDNESS ACT
 

Title IV: Pandemic and Biodefense Vaccine and 
Drug Development

• 
Drug Development 
Establishes the Biomedical Advanced Research and Development 
Authority (BARDA) to 
─ Facilitate collaboration among USG, industry, and academia 
─ Support the advanced research and development of MCMs 
─ Promote innovation to reduce time and cost of MCM 

• 
Development)
Establishes the Biodefense MCM Development Fund (Advanced 
Development) 
─ Fund development of products across so-called “Valley of Death” 
─ Authorizes (not appropriated) $1.07 billion for FY2006-2008 

Reflects Reflects existing existing commitments commitments in in biodefense biodefense and and pandemic pandemic flu flu initiativesinitiatives • 
─ Separate from the preexisting BioShield Special Reserve Fund 

•	 Reforms to BioShield procurement program / New Authorities 
─ Advanced payments 
─ Milestone payments 
─ Anti-trust exemption 
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Reference:  HHS PHEMCE Implementation Plan for CBRN Threats, Federal Register, Vol. 72 No. 77, April 23, 2007.

Antivirals 
• Volatile Nerve Agent 

Antidotes 

• Broad-Spectrum 
Antibiotics 

• DiagnosticsDiagnostics 
• Anthrax Antitoxins 
• Filovirus MCMs 
• Smallpox Antivirals 
• MCMs for ARS and 

DEARE 
• Radionuclide-Specific 

MCMs 
• Rad/Nuc: Biodosimetry/ 

Bioassays 
• Enterprise CHEMPACKS 

NearNear--TeTerrmm
 
FY 2007-08
 

Broad Spectrum• Broad-Spectrum 
Antibiotics 

• Anthrax Vaccines 
• Smallpox Vaccines 
• Therapeutic Drugs 

for Acute Radiation 
Injury 

Mid-Term 
-FYFY 20092009 1313
 

Pillar 4 
DetermineDetermine 

Near-, Mid-, 
and Long-Term 
Development & 

Acquisition 
Strategies 

LongLong-TeTerrmm 
Beyond FY 2013 

• Broad-Spectrump 

PHEMCE IMPLEMENTATION PLAN 2007
 



   

ENTERPRISE MCM REVIEW 2010
 

Key Initiatives 
1	1. Expand Product Pipeline

through Concept Acceleration
Program (CAP) at NIAID 

22	. Establish a Strategic
Investment (SI) Fund to 
increase investments in 
commercial ventures with multi-

 use  potential (BARDA   & NIAID)use potential (BARDA &  NIAID) 

3.	 Establish Centers for 

Development 
Innovation in Advanced 

 andDevelopment and 
 
Manufacturing (BARDA)
 

4.	 Investment in upgrading 
science capacity at FDAscience capacity at FDA 



 

             

       

MCM ENTERPRISE VISION
 

“Our Nation must have the nimble, flexible 
capacity to produce MCMs rapidly in the face 

of any attack or threat, known or unknown, 
i lincludi  ding a novell, previiouslly unrecogniizedd 
naturally occurring emerging infectious 
disease”disease 

If a product fails it should only be the result of failure of the If a product fails, it should only be the result of failure of the 
product to achieve the desired safety or efficacy thresholds, 
and not as a function of our inability to provide the proper 
support from a technical, business and regulatory perspectivesupport from a technical, business and regulatory perspective 
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MATERIAL THREAT DETERMINATIONS
 

Material Threat = “sufficient to affect national security”
 

Radiological and Nuclear agents
 

Bacillus anthracis (anthrax) 
Bacill nthracis lti d i t tBacillus anthracis - multi-drug resistant (MDR anthra )(MDR anthrax) 
Botulinum toxins (botulism) 
Variola virus  (smallpox) 
Yersinia pestis (plague)Yersinia pestis (plague) 
Franciscella tularensis (tularemia) 
Hemorrhagic Fever Viruses - Ebola , Marburg, Junin
 

Burkholderia mallei (glanders) 

Burkholderia pseudomallei (meliodosis) 

Rickettsia prowazekii (typhus)
 

Volatile nerve agents [determination in progress]
Volatile nerve agents [determination in progress]
 

Issued by Department 
of Homeland Security 

Required for Project 
BioShield Contracts 
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Botulism

PROJECT BIOSHIELD PRODUCTS


Smallpox 

AnthraxAnthrax 

RadiationRadiation
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INTEGRATED PORTFOLIO FOR CBRN MEDICAL 

COUNTERMEASURES REQQUIREMENTS
 

DoD-Unique 
• Brucellosis Vx 
• VEE/EEE/WEE Vx & Rx 
• Plague Vx 
• Botulism Vx 
• SEB Vx & Rx 
• Tularemia Vx 

Common 
• Anthrax Vx & Rx 
• Smallpox Vx & Rx 
• Ebola / Marburg Vx & Rx 
• Tularemia Rx 

HHS-Unique 
• Smallpox Vx for specialp p  

populations 
• Burkholderia sp. Rx 
• Junin Rx 
• Plague Rx 

• Ricin Vx & Rx • Botulism Rx 
( th  f  d  d)• (other, unfunded) • Radiation Rx 

• Nerve agent  Vx & Rx 

DoDDoD ffocus isocus is on protecting forces prioron protecting forces prior to exposure. HHSto exposure. HHS focus isfocus is onon 
responseresponse ttoo tthreatshreats ttoo generalgeneral civiliancivilian populationpopulation aafterfter     exposureexposure responseresponse toto threatsthreats toto generalgeneral civiliancivilian populationpopulation afterafter exposureexposure.. 

Vx = Prophylaxis Rx = Therapeutic 
15 
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NEW PIPELINE OF PRODUCTS
 

• Anthrax 
─ Vaccines – novel adjuvants and formulations 
── Antitoxins enhanced affinity Antitoxins enhanced affinity 

• Smallpox 
─ Antivirals 
─ Vaccine enhancementVaccine enhancement 

• Hemorrhagic fever viruses 
─ siRNA-based antivirals 
─ Post-exposure prophyylactic vaccines 

• Broad-spectrum antimicrobials 
─ Inhalational delivery systems

• Radiation/Nuclear 
─ Therapeutics: acute radiation syndrome & thermal burns 
─ Decorporation agents

• Biodosimetry 
Devices and assays ─ Devices and assays 



 
PUBLIC/PRIVATE PARTNERSHIPS FOR 


ANTIBIOTIC DEVELOPMENT
ANTIBIOTIC DEVELOPMENT
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ENHANCING ANTHRAX VACCINE 


MANUFACTURING CAPACITY
MANUFACTURING CAPACITY
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ADVANCED R&D
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BARDA RESOURCES
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INTERFACING WITH BARDA
 

• www.phe.gov 
Program description information news announcements─ Program description, information, news, announcements 

• www.medicalcountermeasures.gov 
─ Portal to BARDA 
─ Register, request a meeting
 

─ Tech Watch
 

• www.fedbizopps.gov 
─ Official announcements and detailed information about all 

government contract solicitationsgovernment contract solicitations 

212121 

http:www.fedbizopps.gov
http:www.medicalcountermeasures.gov
http:www.phe.gov

