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DDDI Addresses Diagnostic Needs Across BARDA’s 
Portfolio

• For CBRN
 Biodosimetry
 Biothreat Diagnostics
 Antimicrobial Resistance

• Key Strategies
 Point of Care Diagnostics 
 Diagnostics Infrastructure (Future)
 Sample Banking (Future)

Presenter
Presentation Notes
DDDI is a service organization that funds all of BARDA’s medium and late stage development for Diagnostics and medical devicesFor CBRN’s threats we fund development of POC and Laboratory diagnostics Assays  and InstrumentsDue to the public health emergency needs that BARDA addresses, Point of Care diagnostics are a very important part of the portfolio. We are developing Tests that are useful in Dr.’s Offices, Emergency rooms, Temporary facilities like Gymnasium’s and even tents.For certain threats high throughput laboratory tests  are also needed due to the quantity of tests that must be run, so Laboratory tests are also funded.Two area’s that we are beginning to consider funding in the future are the capability to produce assays for specific threats on demand during a public health emergency and creative ways to collect samples, needed to facilitate development of Diagnostic assays during an Emerging Infectious disease outbreak.  Parties  with thoughts on these topics should discuss them further with a member of the DDDI team.
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The Radiation Biodosimetry Revolution: Targeted 
Diagnostics  to Save Lives 

Point of Care 
Patient Sorting

High-Throughput 
Radiation Dose 
Assessment

Cutting 
Edge 
Lab 

Tests

Presenter
Presentation Notes
BARDA wants to find and validate radiation responsive biomarkers to develop rapid, accurate FDA-cleared biodosimetry diagnostic assays/systems to inform patient management, enhance the public health response, improve health and psychosocial outcomes, and save lives.Two types of biodosimetry tests are under development:Point of Care Triage Screening Tests to discern individuals needing medical evaluations from those who can evacuateHigh Throughput Laboratory Tests to report the absorbed dose an individual received and inform further care
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Biodosimetry Revolution Endpoints

Point of Care and High-
Throughput 

Biodosimetry Tests

Presenter
Presentation Notes
If BARDA is able to get the biodosimetry tests approved by the FDA, we will enhance national preparedness for a nuclear incident.
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Four Products Transitioned to Project BioShield Funding
Type Developer Key Partners Technology FDA 510K Filing

Lab DxTerity Duke University, 
Thermo-Fisher Gene expression 2019

Lab MRIGlobal Arizona State U,
Thermo-Fisher Gene expression 2020

Lab ASELL, LLC Meta Systems, Thermo-
Fisher

Cytology –
micronuclei 2020

Point of 
Care SRI International DCN, Gener8,

Web Industries Protein Expression 2020
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Combating Antibiotic Resistant Bacteria (CARB) and 
Biothreat Diagnostics

Antibiotic Susceptibility Testing

LaboratoryLimited ResourcePoint of CareLaboratoryLimited ResourcePoint of Care

Bacterial Identification

Presenter
Presentation Notes
BARDA is developing bacterial identification and antibiotic susceptibility tests.Specifically we are looking for Antibiotic Susceptibility Testing that uses a  Molecular or Phenotypic approach.  We also need rapid turnaround tests for emerging threats and these would typically be Phenotypic.  However, molecular solutions would be considered as well.	For Bacterial Identification  – Rapid, easy to use solutions desiredSample to answer solutions are preferred.Urgent & Serious Threats as defined by the CDC publication or Biothreats as specified in BARDA BAA
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• BARDA Diagnostics Portfolio (5 products & growing)
 Viral Vs. Bacterial for Point of Care (POC)

 Eliminate Antibiotic Prescriptions for viral infections
 Rapid Bacterial Identification  (POC & Lab)  

 Identify bacteria to treat
 Rapid Antibiotic Susceptibility Tests (Lab & POC) 

 If resistant bacteria, identify antibiotics that work

• First BARDA Portfolio FDA 510K clearance
 Clostridium difficile on Roche LIAT

BARDA CARB Diagnostics

Presenter
Presentation Notes
Current products are a mix of  Molecular Point of Care,  Pathogen sequencing, and Medium to high throughput Phenotypic solutionsAssays for Biothreats not required, but they would be of great interest to us
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NIH & BARDA Antimicrobial Resistance 
Rapid, Point-of-Need Diagnostic Challenge    

Alternative Approach to stimulate Antimicrobial Resistance Diagnostics 
Development 

• Total Prize $20M

• 3 Step process initiated September 2016
• Step 1: Completed 10 semifinalists named March 2017

• Step 2: In Process - 19 submissions received September 2018 
• Semifinalists (≤10) to be named December 2018

• Step 3: Submissions due January 2020
• Winners (≤3) to be Named:  July 31, 2020

Now

Presenter
Presentation Notes
As an alternative approach to stimulate development of antimicrobial resistance diagnostics, NIH and BARDA have formed a partnership and are funding several efforts.Logo’s – Step 1 Semifinalists Step 2 was open to all Offeror’s,  Submissions to step 2 are now closed. Winners will be Limited to a Subset of Step 2 Submitters .  We expect these efforts to yield 
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Combating Antibiotic Resistant Bacteria by 
Developing Viral vs. Bacterial Diagnostics

(Viral Vs. Bacterial)

Vs.

Point of Care Limited Resource

Presenter
Presentation Notes
Much interest is V vs. B Diagnostics, though no awards yet.  Greatest interest in POC, but will consider Lab and Limited Resource setting projectsMolecular and Immuno-Assay solutions acceptableLooking for fast, specific, sensitive and low cost and easy to use solutions.  Tests would be most effective if results were available while patients wait.Greatest impact will be eliminating prescription of Abx for viral infections.
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BARDA Diagnostics Industry Partners

Presenter
Presentation Notes
Diagnostics and Medical Devices industry partners so far.   We hope we will be successful in developing Biodosimetry, Biothreat Diagnostics, and Antimicrobial Resistance tests that improve our national health preparedness.
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How to contact BARDA

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

news, announcements

www.fbo.gov/
(“FedBizOpps”)

Official announcements and 
info for all government 
contract solicitations

www.drive.hhs.gov
DRIVe questions

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

medicalcountermeasures.
gov/home.aspx

Portal to BARDA: Register to 
request a TechWatch meeting!

https://www.phe.gov/about/BARDA/Pages/default.aspx
http://www.fbo.gov/
http://www.drive.hhs.gov/
https://www.usajobs.gov/
https://www.medicalcountermeasures.gov/home.aspx
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