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Grants SBIR Contracts 

Grants: Biodefense Partnerships  



• Office of Acquisitions conducts solicitation/award 
• Proposal process: 

– Letter of Intent (no white paper) 
– Finite time to submit, proposals due within 45-90 days 
– Communication only with OA officials 

• Responses provided via BAA amendments 
• No contact with program staff during ‘open’ period 

• Scientific Review Program conducts peer review 
• Programmatic review based on portfolio balance, 

funding 
• OA handles SOW negotiation; base + options 

structure 

Contracts:  
Broad Agency Announcement 



Finding information regarding  
Support Opportunities 



Recent BAA solicitation for FY2013 



Product Development Contracts:  
Therapeutics (2003-present) 

 
  
 

http://alnylam.com/�


Company Product BioD Indication Public Health  Indication 
Achaogen Novel Aminoglycoside i.v. Rx for:  Y. pestis,  

F. tularensis 
Gram neg. (Klebsiella, 
Acetinobacter, Pseudomonas) 

Trius  Small molecule dual 
targeted inhibitor of  
DNA synthesis 

i.v. Rx for: Y.pestis, 
F.tularensis, 
B.pseudomallei 

Gram neg. and gram pos. CAP 
and UTI 

Enanta Bicycolide (macrolide) i.v. and oral Rx for:  
B.anthracis  

Gram pos. CABP, MRSA 

CUBRC/ 
Tetraphase 

Novel Tetracycline i.v. and oral Rx for: 
Y. pestis, F.tularensis, B. 
anthracis 

Gram pos. and gram neg. CABP 

Crucell Monoclonal antibodies i.v.  Rx for:  influenza A  B.S. against influenza A; co-
formulate with MAb against 
influenza B for prophylaxis 

NexBio, Inc.  BS, host-targeted 
recombinant protein 
enzyme 

Inhalation Rx for 
influenza A 

B.S. activity against influenza A, B 
and parainfluenza 

Unither Virology, 
Inc. 

BS, host-targeted 
iminosugar antiviral 

i.v. and oral Rx for: 
Dengue 

i.v. and oral for: Influenza  

Product Development BAA:  
Broad Spectrum Therapeutics 



Preclinical Product Development Services 
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Development of Interventional Agents:  
suite of services 



Example: Clinical Formulation Development 

• Developed a preliminary 
human clinical formulation 

• Mock clinical capsules 
prepared and subjected to 
stability testing 

• At accelerated temp/humidity 
(i.e., typical Brazil day), 
capsules with compound 
turned darker 

Mutyam et al., AAPS Journal, 11, S2, #1425, 2009 



Example: Data to Support BAA Proposal 

13 

1.60 uM 

NIAID supported: 
• Drug candidate synthesis to identify a lead 
• Toxicity studies to establish preliminary safety 



Development of Biopharmaceutical Products: 
suite of services 

• Services available in 5 major areas 
– Feasibility assessments 
– Assay Development 
– Process Development 
– cGMP manufacturing 
– Regulatory Documentation Support 

 



 
Gap-filling Resources for Researchers 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
http://www3.niaid.nih.gov/LabsAndResources/resources/dmid/ 
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Opportunities to Ease the 
Development Path 



http://www.niaid.nih.gov/labsandresources/resources/dmi
d/Pages/default.aspx 
 

Resources for Researchers 
Microbiology and Infectious Diseases Resources 

THANK YOU! 
Rose Aurigemma: aurigemr@niaid.nih.gov 
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