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CBRN Vaccines: Advanced Development and
Procurement of Vaccines for CBRN Threats

https://www.npr.org/sections/goatsandsoda/2018/08/27/641536

https://www.pbs.org/wgbh/frontline/article/the- . . . - _will-be- iled-
https://www.newsweek.com/smallpox-drug-will-be-stockpiled 981/a-dangerous-twist-to-the-latest-ebola-outbreak

anthrax-attacks-10-years-later/ us-government-case-bioterrorism-attack-1028086

http://www.nature.com/news/2008/08092 https://www.staywellworld.org/single- https://phys.org/news/2017-09-breakthrough-rapid-mass-
9/full/news.2008.1137.html post/2017/10/10/SMALLPOX-AN-ERADICATED-VIRUS screening-ebola.html
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CBRN Vaccines: Advanced Development and
Procurement of Vaccines for CBRN Threats

Pipeline of Promising Early Stage
Vaccine Candidates \/
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CBRN Vaccines: Current Programs
Smallpox, Anthrax, and Ebola Vaccines

The Aging U.S. Population
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* Mature vaccine programs; products
licensed and/or nearing licensure

Sources: Census Bureau, Moody's Analytics
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_/ STRATEGY 23 . L 707 SR https://www.thestreet.com/story/13068987/1/the-aging-

us-population-could-stymie-future-job-growth.html

* Expand existing capabilities and
enhance sustainability
» Protecting special populations

* |mproving operational logistics and
life cycle costs

Total Life Cycle Costs
R&D Costs

u Procurement Costs
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CBRN Vaccines: Smallpox Vaccine Program

Maintain preparedness to address
the needs of special populations
during a smallpox emergency

* Near-term objectives: Licensure of
liquid frozen MVA vaccine; remaining
activities to support lyophilized
formulation

* Future objective: Transition stockpile
to lyophilized MVA vaccine

Credit: Getty Images
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CBRN Vaccines: Anthrax Vaccine Program
Highlight: Ongoing clinical study to help

\/// inform use of vaccine in senior populatlon

Expand anthrax vaccine utility and pursue | § g _' T .

licensure of next generation vaccine(s) 3 '

with improved operational logistics and life

cycle costs

* Near-term objectives: Expand use of
BioThrax and pre-EUA of AV7909; Evaluate

Protective Antigen-based and single-dose

candidates
* Future objective: Achieve licensure of https://globalbiodefense.com/2016/

05/04/anthrax-infections-dod-

AV7909; enhance sustainability and logistics anthrax-vaccine-policy/
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CBRN Vaccines: Ebola Vaccine Program

Highlight: Interagency support and coordination

\/,/ has rapidly advanced candidates into Phase 3

http://ebolaelvirus.blogspot.com/

Develop and stockpile vaccines
to prepare for Ebola outbreaks

« Near-term objectives: Complete s
late-stage development activities |
of Ebola vaccines(s) ——
: *

e Future objective: Initiate E = e |
stockpile and achieve licensure . B : |

Investigational
Use Only
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CBRN Vaccines: New Program Areas
Sudan ebolavirus, Marburg virus, and Bacterial Threats

Sudan/Marburg Va
_/ FOCUS \— ‘ Discovery > Preclinical 1 Phase I| Phase Il

ine Pipeline Snapshot

Production/
Delivery

. : . Q
* Establish vaccine programs in e i
areas with limited pipelines R e 7/ el
- 10-25% 18-35% 45-70% 90%
./ STRATEGY 0 Probabllity_ of Success to Licensure

254 yr 1-2 yr
$100-130M $60-70M $70-100M $130-160M $190-220M $18-20M

PHASE 1

* Emphasize IND-enabling studies
and progression into the clinic

= Non-clinical efficacy proof-of-concept
will be entry threshold

= Focus on critical pathway to clinical
development
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CBRN Vaccines: Marburg and Sudan Vaccines

\/ Transcription A 3

factor VP30 RS LT e ,‘:;
Establish a portfolio of Sudan
ebolavirus and Marburg virus
vaccine candidates =N

http://journal.frontiersin.org/article/10.3389/fmicb.2015.00257/full
 Near-term objectives: Support early Lin o]
MARBURG VIRUS DISEASE -

stage programs for monovalent __UGANDA OUTBREAK

Sudan and Marburg vaccines 17TH OCTOBER 2017 EEER G
« Future objective: Down-select Virus Resoarch intitute. ) N/ 0ok

Sudan/Marburg candidates to support 5 casos reportoa RN

tO ||censure The first case: Male in his 30s

http://www.cdc.gov/vhf/ebola/outbreaks/history/distribution-map.html
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CBRN Vaccines: Bacterial Threats

https://www.npr.org/sections/goatsand
s0da/2016/01/11/462416728/this-germ-
can-live-decades-in-distilled-water-kill-
humans-in-48-hours

Establish a portfolio of vaccines against
bacterial threats

* Near-term objectives: Assess potential

for pre- and post-exposure prophylaxis : Clostrium ifficit
. . . . - Carbapenem-R Enterobacteriaceae (CRE)
vaccines against Burkholderia species __JcopnalosporinR Neisseria gonarmosae
e Futureo bJ eCtive: EXpand pOI‘th|IO to ws MDR Acinetobacter, MDR Pseudomonas, ESBL GNRs
. . . . - ol MRSA, VRE, Drug-R pneumococcus, Drug-R Enteric GNRs
address urgent antimicrobial-resistant | MR and XOR T8, Azcleresistant Candida
bacte rl al p ath 0 g e n S AR Vancomycin-R Staphylococcus aureus
Macrolide-R group A streptococci

v Clindamycin-R group B streptococci

http://www.cdc.gov/drugresistance/threat-report-2013/
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CBRN Vaccines: Additional Services Available
through BARDA

CBRN Vaccines needs a pipeline of
_/ candidates for Sudan ebolavirus, \_
Marburg virus, and Bacterial Threats

Flexible,
nimble
authorities

Available resources include:

CUﬂingrt?dge_ é ’1"3,.'.». Multi-year | ! |
o i Unding * Manufacturing e Clinical Services Network
* Non-clinical Services * Regulatory and Quality Affairs
f/ Network
| Facilitate Promote
partnerships innovation

https://ciadm.tamhsc.edu/
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CBRN Vaccmes Team

* Amanda Zarrabian (Chief, Acting); Brooke Bernold; brooke.Bernold@hhs.gov
Amanda.Zarrabian@hhs.gov * RoShawn Simpson; Roshawn.Simpson@hhs.gov
* Adam Clark; adam.clark@hhs.gov * Christopher Scott; Christopher.scott@hhs.gov

* Daniel Wolfe; Daniel.wolfe2@hhs.gov * George Keane; George.Keane@hhs.gov

* Marva Taylor; marva.taylor@hhs.gov * Carl Newman; carl.newman@hhs.gov

* Mike Merchllnsky, Mlchael Merchllnskv@hhs dov e Matthew Rose: matthew.rose@hhs.gov

¢ Jonathan Gonzalez:; jonathan.Gonzalez@hhs.gov
* Tasha McMillian; Tasha.mcmillian@hhs.gov

Broad Agency Announcement
BAA-18-100-SOL-00003

https://www.fbo.gov/index.php?tab=documents&tabmode=form&subtab=core&ta
bid=37d798db116ff9367361eff321d1d7d9
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How to contact BARDA
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Countermeasures.gov FedBizOpps’
~— ~ ~
medicalcountermeasures. www.fbo.gov/ https://www.phe.gov/about/ www.drive.hhs.qov
gov/home.aspx (“FedBizOpps”) BARDA/Pages/default.aspx DRIVe questions
Portal to BARDA: Register to Official announcements and Program description, information,
request a TechWatch meeting! info for all government news, announcements

contract solicitations

USAJOBS httDS:/J/‘(’)"i‘r’]"‘t"r’]-g?:;?nt)!s.qov/

"WORKING ¢ FOR AMERICA"
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