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Radiological and Nuclear Threat Landscape

Radiological Dispersal Device

Nuclear detonation
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The BARDA Model

BARDA develops and makes
available medical
countermeasures (MCMs)
by forming unique public-

private partnerships to drive
innovation off the bench to
the patient to save lives.

UNCLASSIFIED




64 FDA Approvals,

Licensures, and Clearances

sanofi
Fluzone

sanofi
H5N1 Vx

() NOVARTIS

|l Medimmune
FlulMist Quadrivalent

ask )
@amummm

Flulaval

CSI_ Adult

afluria

“ANFIBN WOk

CSL Isn-fant

afluria

CELIEL WO

;/C‘Epheid
Xpert® Flu
A/B ;:
Rapid ‘&
diagnostic

« BD

Veritor®
AB Rapid Diagnostic

SMisimpiexa
POC diagnostc
device

U, NOVARTIS

EMERGENT
Raxibacumab

E3 covibien

Aurae portable
ventilator

Flublok®

Influenza vaccine

EMERGENT

HBAT Botulinum
Heptavalentantioxin

Q..
Q-PAN °
With Adjuvant
L3 QUIDEL
Sofia
A/B Rapid
diagnostic

Pharmalet
Stvaris
Flu Shot
(i BoCRYsL
Rapivab

peramivir |V

CSLswwm

EMERGENT

BElusys
Anthrasil”

(AIG) mTHlM

AMGEN  CSL ro

NEUPOGEN

FILGRASTIAD
Amn CSLPediatric

Neulasta %
EMERGENT &), Dodiatne

BioThrax® Q-PAN®
et et With Adjuvant
Flublok™

Influenza Vaccine

UNCLASSIFIED

C-Diff
diagnostic

. Pediatric
I BrgURYST

ijq'\’apivab

peramivir IV

sanofi
Leukine’

ine
sargramostim

ACHAOGET

ZEMDRI

sica¥
TPOXX®
tecovirimat

GRIFOLS

Procleix Zika
Virus Assay

XERAVA
CSL:s=

avita

RECELL®

cobas® Zika
Test

MERIDIA

MEDICAL TECHNOLOGIES

Seizalam™

UnDevid
Inspiraa Lo Science Tecteaingy

FluChipse:
SIEMENS

ADVIA Centaur
Zika Test

:,";S Trilogy®
T
7 Ventlator

InBios

ZIKV Detect» 2.0
IgM Capture ELISA

ThermoFisher
SCIENTIFIC

QMS Plazo
Immunoassay

applied
biosystems
Bacillus anthracis
Detection Kit
—
i
Rapid Antigen
Test
DiaSorin

LIAISON" XL
Zika Capture IGM

€9 MERCK

Ebola Zaire disease
ERVEBO (V920)

= .
{Seqirus
AUDENZ™
$CHEMBIO

DPFP® Zika IgM
System

REGENERON moderna-
Z:-( Inmazeb B ——
Spikevax

RIDGEBACKEIY
ebanga

TPOXX
Shiptate 4

lostit-.
et Simplexa®

Acute Radiation Syndrome COVID-19
Indication

PhIpS
&
Philps Lurmify

S
CHIMERIX

TEMBEYA
Estratatech

StrataGraft
kv




CBRN Mission

Make Available at Least One Countermeasure
for all CBRN Material Threats

-»

Invest in MCMs Develop Deliver novel
to treat the innovative MCMs MCMs against
injury, not the for unknown bacterial and

threat threats viral threats
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Project BioShield: A Commitment

| Material
CBRN

% Threats

B >1 product procured
B 1 product procured
[0 BARDA is developing MCM(s)
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Radiological and Nuclear Threat Landscape

Radiological Dispersal Device

Nuclear detonation
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Operational Resources and Medical Expertise

Resources

Field care Enroute Definitive

Operational needs

> Medical provider familiarity with product

10kT Detonation > Limit cold chain reliance
Tw o major metropolitan areas > |mprOve ease Of use
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Radiological and Nuclear Threats and Injuries

Exposure — Penetrating Radiation

Acute Radiation Syndrome

Cellular damage
pathways

Nuclear
Detonation i
] Vascular injury
Pancytopenia
Platelet loss

Neutrophil loss Hemorrhage

/v Endotheliopathy v\

Coagulopathy Inflammation

\» Oxygen debt/
Sepsis
@ Multiorgan failure @
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Neurological
Inflammation
Edema
Vascular Injury

Pulmonary
Pneumonitis
Fibrosis
Vascularinjury

Gastrointestinal
Crypt celldeath
Fluid loss
Impaired barrier
Vascularinjury

Hematopoietic
Neutropenia

Thrombocytopenia

Vascular Injury
Hemorrhage

Coagulopathy

FDA Approved
as MCM
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Blood Products for Life-Threatening Hemorrhage

Radiation Blast
Cellular Blunt/
damage penetrating

pathways trauma
“u v

Hemorrhage &
hemostatic dysregulation

Blood products are critical to maximizing survival following mass casualty incidents

UNCLASSIFIED




Blood Products for Life-Threatening Hemorrhage

VELICO MEDICAL
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Address blood product gaps and optimize transfusion medicine
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Blood Portfolio Activities

Prehospital market space

* Reimbursement

» Scope of practice
Sustainability

* Blood stockpile?

 Donor recruitment

* $$ donors

* Nonprofit endeavor...why?
Manufacturing platforms
Blood product specifications
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Engage Early and Often

BARDA Tech Watch @ BARDA BAA
_________ - (Broad Agency Announcement)
é@i Medical 3 Radiological and Nuclear
&> Countermeasures.gov ! Medical Countermeasures
o i (Area of Interest #4)
> Radiationtraumadata ____- -
> Commercial indication data / g Pathqphysnology MQM; ST
S I ( enabling technologies
> \ . . .
evelopment stage S > Radiationinjury, trauma, or related
> Regulatory status and strategy \ indication
1
> Conceptofuse i > Technology readiness level (25)
. \
> Businesscase N\ @ > Held pre-IND meeting with US FDA
Request a TechWatch Meeting Mo . :I:Il!_SAIVLGOV®
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Radiological & Nuclear MCMs Program
GOAL FOCUS AREAS & STRATEGIC ACTIONS

Improve radiation injury Hematopoietic:

and trauma health * Improve all aspects of hematopoietic injury (radiation and trauma

outcomes for all victims : .
of nuclear detonations |nd-uced) through targeted natural history
Innovation:

and radiation exposure
* Blood products — sustainable, robust traditional and next generation blood products
* Enabling technology development (e.g., tissue chips)

* Develop targeted natural histories for unmet areas of pathophysiology
@ Cellar damage (e.g. ischemia,endotheliopathies)

A A

oo
Lhg

e * Employ new technologies and treatment for robust systemic care }
pancyopenia « Repurposing:
e SRS  Leverage commercially available products 2"
PR et * Leverage across threat spaces C=
C°agu'°pa'héxygen de:tﬂamma"m « Target underserved and special populations (e.g., pediatrics)
* Preparedness and Sustainability:
57 * Repurpose existing commercial products and enable vendor managed inventories with
@ Multorgan = @ stock rotation
* Develop new products with relevant commercial capacity in regular health care settings
» Drive creation of new essential market space (e.g., pre-hospital) %

» Provide interagency support for disaster response
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ASPR USAJOBS
Egi}hfeérmeasures.gov SAM*GOV ——
medicalcountermeasures.qov sam.qov/ aspr.hhs.qov/MCM/ drive.hhs.gov www.usajobs.qgov
Portal to BARDA: Register to Official announcements Program description, Learn about DRIVe, Join the team!
request a TechWatch meeting! and info for all government information, news, including our Accelerator
contract solicitations announcements Network and EZ BAA

- :
y @BARDA |n Biomedical Advanced Research and Development Authority @BARDAGOV
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NOVEMBER 15-16, 2022

VIRTUAL EVENT
WASHINGTON, D.C.

BARDA INDUSTRY DAY

NOVEMBER 15-16

VIRTUAL EVENT

REGISTRATION IS OPEN!!

BARDA Industry Day 2022: November15 & 16, 2022 -
Virtual Event (medicalcountermeasures.qov)
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