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BSA Program: Public Health Need

• Infections are the #3 cause of death in the US
• IInffectitions are ththe #2#2 cause off ddeathth iin ththe worldld

─ 14.9 million in 2004 (29% of all deaths)
• HospitalHospital acquiredacquired bacterialbacterial infections:infections: 22 millionmillion perper 

year in US
─ 90,000 deaths

•• AntibioticAntibiotic resistanceresistance costcost thethe healthhealth carecare systemsystem 
more than $8 billion in 2006

• Resistance to most classes of antibiotics has 
increased ti d o an extt ent thatt  inft t ech tit i ons f iti n some i
patients are untreatable by current antibiotics

• Large pg pharma has largelyg y abandoned R&D 
investment in antimicrobials 

WHO WWHO Woorld rld Health Report, CDC, IDSAHealth Report, CDC, IDSA “Bad “Bad Bugs,  Bugs, No Drugs, GANo Drugs, GAO report, O report, Clin Clin InfeInfe
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BSA Program: Public Health Need

No New Classes No New Classes to to 
TTrreat Gram Negative eat Gram Negative 
Bacilli For 4 DecadesBacilli For 4 Decades
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BSA Program

•• BSABSA ProgramProgram Objectives:Objectives:

─ To re-vitalize the antimicrobial drug pipeline through public 
support of advanced research and development and 
procurement of novel antimicrobials.  

─ To generate antimicrobial treatment and post-exposure 
prophylaxis options in the event of an attack with a bacterial 
oror viralviral threatthreat agentagent. 
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BSA Program

• BSA Program Methods:

─ Actively seek public: private partnerships with large  and 
small pharmaceutical and biotechnology companies 

─ Concurrently develop antimicrobial drugs (antiviral or 
antibacterial) for biodefense and clinically prevalent 
infectious disease indications to mitigate 

) y p
developmental risk 

for biothreat indications. 

─ Develop animal models for pathogen which recapitulate the 
disease observed in humans
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BSA Program

• BSA Program Accomplishments:

─ Program established June 2010

─ First contract awarded August 2010 to Achaogen, Inc for 
ththe ddevellopmentt off a nextt generatition amiinogllycosidide 
antibiotic

─ Contract awardedContract awarded toto ChimerixChimerix, IncInc inin FFebruaryebruary 20112011 forfor thethe 
development of a smallpox antiviral drug (broad spectrum 
efficacy against dsDNA viruses)

─ BARDA invited to participate on the Interagency Task Force 
for Antimicrobial Resistance

─ Established transition agreements with DoD to facilitate the 
transfer of S&T programs to advanced development
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BSA Program

• The Application Process
BAA: BARDA CBRN BAA 11 SOL 00009─ BAA: BARDA-CBRN-BAA-11-SOL-00009

─ Phase I is a ~10 page white paper
─ Reviewed by panel of SMEs on a quarterly basis
─ Offeror will receive Invite/Do Not Invite for a Full Proposal
─ Feedback and templates provided for Phase II Invitees

• Chance for a face to face meeting or telecon to clarify items 
prior to proposal submission

g y

─ Phase II proposal submitted (~100 pages)
─ ProposalProposal reviewed;notificationreviewed;notification sentsent toto offeror

•
offeror

Cat I-Cat III designation
─ Proceed to contract negotiations
─ Average time to contract award : 263 business days─ Average time to contract award : 263 business days

• BSA contracts: ~180 business days
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BSA Program

• BSA Areas of Interest
─ Novel antimicrobials with broad spectrum activity (more than 2 

threat agents of interest)
• PEP or treatment• PEP or treatment 
• Multiple formulations seen as an advantage
• Concurrent commercial development viewed as a strength

─ Antiviral drug candidates for the variola virus, filovirus , and 
arenavirus infection/expposure

─ Products capable of making significant positive impacts in 
addressing the th t f bi l i l th t t lldd i th threat of biological threat agents, as well as 
antimicrobial resistance
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BSA Program

• BSA Program Do’s and Don’ts
D t t th t─ Do contact the technica  h i l POC f f db k i tl POC for feedback prior to 
submission
• Definitely request a meeting if selected for Phase II submission

─ Do try to obtain some biodefense related results prior to 
applying
• In vitro MIC, murine efficacy dataIn vitro MIC murine efficacy data 

─ Do have your product at or approaching a Phase I clinical 
study prior to submitting

─ Do kD keep proposalls succiinctt and td to ththe poini tt
─ Do propose a partnership

• Average BSA awards to date have been $g $50-100M over 4-5 
years 
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BSA Program

• BSA Program Do’s and Don’ts continued
o propose ra ona  o o D ti o l ecG s/N G on po nd i s ai i t t th d f─ D ti l G /N G d i i i t t the end of 

every year/period in the proposal

─ Don’t gloss over weaknesses, state them and provide a 
plan to address them

─ Don’t make your biodefense development plan secondary 
to your commercial indication

─ Don’t give up if your are not selected from your initial 
submission
•

submission
BARDA can provide guidance on how to strengthen future 
submissions
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BSA Program

• Practical Considerations

─ Antimicrobial drugs should be efficacious when administered a period of 
time after pathogen exposure and a dosing regime that could reasonably 
accommodate drug deliveryg y in an emergencyg y situation

─ Protection against disease needs to include prevention of relapse after 
therapy concludes

─ Efficacy tests should incorporate a suitable comparator and the 
comparison 

i t l d i
model should extend back into in vitro and proof of concept 

experimental design

─ Drug synthesis should involve reagents, synthesis steps, and purification 
requirements that are not unrealistic for a commercial drugrequirements that are not unrealistic for a commercial drug.
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BSA Program

• What to expect working with the BSA Program:

─ Government Contract—NOT a Grant
─ Quality Technical OversightQuality Technical Oversight
─ Involvement 
─ Reporting
─ Frequent Communication and Feedback
─ EVMS
─ COA ProcessCOA Process
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BSA Program

• Summary:

─ The BSA program will continue to support the development 
of novel antimicrobials for the treatment and prevention of 
biological threat agent infection while concurrently 
addressing the growing public health threat of antimicrobial 
resistance

─ Actively seek partnership opportunities with companies to 
bolster antimicrobial development and mitigate risk forbolster antimicrobial development and mitigate risk for 
biodefense drug development

─ Additional contract awards projected in FY12 
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Interfacing with BARDA

•• wwwwww.phe.gov.phe.gov
ProgramProgram── ProgramProgram  descriptiondescription, informationinformation newsnews announcementsinformation, news, announcementsdescriptiondescription, information, news, announcementsannouncements

•• wwwwww.medicalcountermeasures.gov.medicalcountermeasures.gov
── PPoortrtaao ao al tl toooo BARD BARDAA
── RegisterRegister, request , request a meetinga meeting
── TTeech Wch Waatchtch

•• wwwwww.fedbizopps.gov.fedbizopps.gov
── OfOfficial ficial announcements and detailed announcements and detailed information about all information about all 

governmentgovernment  contractcontract  solicitationssolicitationsgovernmentgovernment contractcontract solicitationssolicitations

Technical POC for Research Area #3: Antimicrobial Drugs:
Joe Larsen, Ph.D. Chief BSA ProgramJoe Larsen Ph D Chief BSA Program

joseph.larsen@hhs.gov 202-260-0050
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BSA Program

Questions?
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