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Antimicrobial Resistance 
Threat 

 2M infections per year 
caused by AMR pathogens

 23,000 deaths annually in
US

 Estimated economic burden
of $20-35B annually

 Categorizes AMR pathogens
in terms of public health 

threat: Urgent, Serious, or 
Concerning

 FQ resistance in E. coli now
greater than 50%, 

untreatable GC now 
detected in 11 countries.
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The Antibiotic Development 
Gap 

No New Classes to 
Treat Gram Negative 
Bacilli For 4 Decades 
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Industry Engagement in New 

Antibiotic Development 

Over the past 15 years 
(1998-2013) 

• 14 entries
• 36 exits
• New companies

emerging in 2015,
but we have a lot of
ground to reclaim

# of 
companies 

Corporate Entries 

Corporate Exits 

Adapted from Rex, JH 
Graphic adapted from Kinch MS et al. Drug Discovery 
Today, July 2014. 



The BARDA Model 

 The BARDA model works to address market failures
 21 Products FDA approved/cleared for biothreats and 

pandemic influenza
 12 Products stockpiled for emergency use

 This model is being successfully applied to antimicrobial 
resistance
 Utilization of novel public:private partnerships to 

incentivize antibiotic research and development
 4 products in Phase III clinical development
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BSA Funding Priorities 

Drug Cla ss 
• Unprecen dented

• Novel Target • Novel Chemistry
• Precedented

•  Reduced AR
• Nontra ditional

Therap ies
• mA bs,  phage

• Infection
prevention/interdic
tion

• Vaccines
• Microbiome

Antibiotic Resistance 
• C. difficile
• CRE
• N. gonorrhea
• Acinetobacter
• ESBLs
• VRE
• Pseudomonas
• MRSA
• Strep pneumo
• VRSA
• Streptococcus

Biothreat 
• B. pseudomallei
• B. mallei
• F. tularensis
• Y. pestis
• B. anthracis
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BARDA’s Antimicrobial Portfolio 



BARDA’s Portfolio Partnership for 
Antibacterial Drug Development  

 Established 5 year $200M public:private partnership in 
May 2013

 Utilizes HHS’s first use of Other Transactional Authority

 Supports the development of multiple antibiotic 
candidates

 Allows for activities and resources to be adjusted fluidly to 
adapt to technical risk and programmatic priorities

 Governance is through a BARDA:GSK Joint Oversight 
Committee
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Combating Antibiotic Resistant 
Bacteria  (CARB) Initiative 

 In February 2014 OSTP/NSC initiated the President’s 
Initiative on Combating Antibiotic Resistant Bacteria

 BARDA was asked to lead the government working 
group that developed the National Strategy for 
Research and Development of new antimicrobial 
therapies

 BARDA was also asked to lead a government 
working group that would provide recommendations 
on economic incentives that could be implemented 
to spur innovation/investment in this field
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White House Initiative on AMR 

CARB Working Groups 

PCAST 



BARDA Receives Expanded Authority 



National Strategy 
 GOAL 3: Advanced Development and Use of Rapid 

and Innovative Diagnostic Tests for Identification and 
Characterization of Resistant Bacteria
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.1 Develop and approve new diagnostics, including tests that 
apidly distinguish between viral and bacterial pathogens and 
ests that detect antibiotic resistance that can be implemented 
n a wide range of settings. 

.2 Expand the availability and use of diagnostics to improve 
reatment of antibiotic resistant bacteria, enhance infection 
ontrol, and facilitate outbreak detection and response in 
ealthcare and community settings. 

BARDA is working with NIH to co-sponsor a $20M prize for 
AMR diagnostic development 



National Strategy 
 GOAL 4: Accelerate Basic and Applied Research and 

Development for New Antibiotics, Other Therapeutics, 
and Vaccines



Action Plan Metrics 
 Within one year:

y P

p

BARDA will create at least one additional 
portfolio partnership with a pharmaceutical or 
biotechnology company to accelerate 
development of antibacterial drugs. 

BARDA and NIH will work to develop a strateg 
for establishing the Antibiotic Resistance 
Biopharmaceutical Incubator (ARBI). 

Economic WG will provide an analysis 
of economic incentives and provide 
recommendations for implementation 
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Status 
Program Initiated 

lan developed, no 
funding to initiate 

program 

Recommendations 
rovided to OSTP in 

March 2015 



Key Features of the 

AZ Partnership 
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• HHS’s 2nd ever use of Other Transaction Authority
• Partnership will support a portfolio of antibacterial

candidates, the lead of which is aztreonam-avibactam
(ATM-AVI)

• Strategic decisions will be made by a BARDA-AZ Joint
Oversight Committee

• Fulfills requirement in CARB National Plan that ASPR/BARDA
create at least one additional portfolio partnership with a
pharmaceutical or biotechnology company by March 2016 to
accelerate development of new antibacterial drugs

• Establishes international collaboration between BARDA and
the EU’s Innovative Medicines Initiative (IMI)
• Both entities will provide support for ATM-AVI pivotal

trials
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We see press releases like this every week….why 

is the pipeline so incomplete? 
 Is there a sufficient system in place to ensure

AMR product innovation is accelerated and
nurtured through “proof of concept”?
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Incubator 
• A robust early stage R&D pipeline of antimicrobial products 

is needed to counter the increasing threat of antimicrobial 
resistant infections

• There is a need to create an environment to rapidly 
develop and commercialize new antimicrobial products

• NIAID and BARDA will collaborate to establish a new 
program using other transactional authority (OTA) to fund a 
Biopharmaceutical Incubator(s) to identify, assemble, and 
accelerate a portfolio of innovative early antibacterial 
products

• BARDA/NIAID have been conducting market research and 
have identified models that currently exist to support the 
Incubator concept



18 

Proposed Incubator Process (Notional) 
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Incubator Models 
Any of the following  models could support 
the Incubator concept:

 Evergreen Life Science Funds
 Leverage existing experience and funding 

streams

 State-run Incubators
 States have tax credits and direct funding that 

the Incubator could leverage

 Non-profits
 Could leverage and share resources to 

maximize Incubator's scope/impact
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CARB Economic Working Group 



CARB and Product Development 
• BARDA has requested additional funding in FY16 to 

form additional public: private partnerships for 
antibacterial drug development

• It is unclear whether the proposed increase in push 
incentives will be sufficient to incentivize industry  to 
remain committed to antibacterial drug development

• 2014 CARB PCAST report  suggests more 
incentives are needed
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BARDA’s Antimicrobial  Program 
 Summary:
 BARDA’s antimicrobial program will continue to 

support the development of novel 
antimicrobials and diagnostics to address the 
growing public health threat of antimicrobial 
resistance and biothreat pathogens

 Additional funding would expand our portfolio 
of partnerships

 BARDA is actively conducting outreach to 
relevant stakeholders to communicate our 
plans to implement the CARB National Strategy
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Interfacing with BARDA 
•www.phe.gov

─ 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 solicitations. Open 
CBRN BAA: 

─ BAA-13-100-SOL-00013 
Technical POC for Research Area #3: Antimicrobial Drugs: 

Melissa Stundick, Ph.D. Chief BSA Program 
melissa.stundick@hhs.gov 202-205-7479 

http://www.hhs.gov/aspr/barda
http://www.medicalcountermeasures.gov/
http://www.fedbizopps.gov/
https://www.fbo.gov/spg/HHS/OOS/OASPHEP/BAA-13-100-SOL-00013/listing.html
https://www.fbo.gov/spg/HHS/OOS/OASPHEP/BAA-13-100-SOL-00013/listing.html
https://www.fbo.gov/spg/HHS/OOS/OASPHEP/BAA-13-100-SOL-00013/listing.html
https://www.fbo.gov/spg/HHS/OOS/OASPHEP/BAA-13-100-SOL-00013/listing.html
https://www.fbo.gov/spg/HHS/OOS/OASPHEP/BAA-13-100-SOL-00013/listing.html
https://www.fbo.gov/spg/HHS/OOS/OASPHEP/BAA-13-100-SOL-00013/listing.html
https://www.fbo.gov/spg/HHS/OOS/OASPHEP/BAA-13-100-SOL-00013/listing.html
https://www.fbo.gov/spg/HHS/OOS/OASPHEP/BAA-13-100-SOL-00013/listing.html
https://www.fbo.gov/spg/HHS/OOS/OASPHEP/BAA-13-100-SOL-00013/listing.html
mailto:melissa.stundick@hhs.gov
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