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Pandemic Preparedness Principles
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CLASSIFICATION - PUBLIC

BARDA Pandemic Vaccine
Preparedness and Response Strategy

ACCELERATEDEVELOPMENT

* Platform technologies (MRNA, Ad26, VSV)
» Repurpose licensed products (recombinant
protein expression vectors; adjuvants)

* Parallel, not sequential, activities (large scale
DOMESTIC MANUFACTURING ﬁ manufacturing in parallel with clinical
» Scale Up & Scale Out Capability/Timeline development)
(Proven Platform Technologies)
* Raw materials and supply chains
» Leverage existing facilities (CIADMs)

MITIGATE RISK
» Multiple technologies
* Multiple Facilities

» Redundancy
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Traditional Pathway — Early Development to Large Scale Production
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Acceleratiifg ‘Development of
Safe and Effective Vaccines
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215t Century Novel Human Coronavirus Outbreaks

SARS | 2002
SARS emergedin 3'd Coronavirus Outbreak

China, CFR 11% _ !
No Licensed vaccines

Research Article
Recombinant Receptor Binding Domain Protein Induces Partial Protective n .
Immunity in Rhesus Macaques Against Middle East Respiratory EBioMedcne

Syndrome Coronavirus Challenge

MERS | 2012
MERS firstidentified
in Saudi Arabia

Jiam/ ‘ang *, Linlin Bao ®,

Wei| =%

Hecive Ape 3005 | Aceapted 3 Jun 2075 | Published 78 Jid 2015 [ 0 10,1028/ ncememrz |

Evaluation of candidate vaccine approaches
COVID-19 | 2019 for MERS-Co
0 ngshu Wang* 4 A SARS DNA vaccine induces neutralizing antibody and cellular immune
COVID-19 emerged N r R Le 2 responses in healthy adults in a Phase I clinical trial \foccia
o Julie E, Martin®, Mark K. Louder?, LaSonji A, Holman®, Ingelise |, Gordon®, Mary E. Enama“®,
Brenda D, Larkin®, Charla A, Andrews?, Leatrice Vogel ¥, Richard A, Koup?, Mario Roederer?,

Wuh il
u a'n o o Robert T, Bailer?, Phillip L. Gomez*, Martha Nason?, John R Mascola?, Gary |. Nabel?,
Barney 5. Graham™*, the VRC 301 Study Team'
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Implementation of Vaccine Response Strategy
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HHS and DoD working collaboratively with other federal partners as “One
Government entity” to address the largest health security threat our nation has
facedin a century.

Partnering with the biotech and pharmaceutical industry to develop,
manufacture, deliver and administer safe and effective vaccines, and
therapeutics to prevent and treat COVID-19 that will mitigate the effects of
COVID-19in the United States.



Acceleratiffg ‘Development of

Safe and Effective Vaccines
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A similar organizational structure supports COVID-19 therapeutic development




OWS/BARDA/JPEQO COVID-19 Vaccine Research,
Development, and Production Efforts
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OWS/BARDA Vaccine Candidates

Doses/

Developer

SIONT=CH g2

! OXFORD
AstraZeneca &

NOVAVAX

Creating Tomorrow's Va

@‘ » ) SANOFI

Platform

MRNA-1273
MRNA encapsulated
in a lipid nanoparticle

BNT162b2
MRNA encapsulated
in a lipid nanoparticle

AZD1222
Non-replicating chimp
adenovirus

JNJ-78436725
Non-replicating human
adenovirus

NVX-CoV2373
Protein subunit
Matrix M adjuvant

Protein subunit
ASO03 adjuvant

Regimen

Saving Lives. Protecting Americans.

Non-clinical Results

Neutralizing antibodies
Strong Thl response
Protection from challenge

Neutralizing antibodies
Strong Thl response
Protection from challenge

Neutralizing antibodies
Strong Thl, Th2 response
Protection from challenge

Neutralizing antibodies

Strong Thl, Th2 response
Protection from challenge

Neutralizing antibodies
Protection from challenge

TBD

Phase 1/2 Trial Start Dates Clinical Phase

Phase 1. 3/16 start (18+)
Phase 2: 5/29 start (18+)

Phase 1: 5/5 start (18-85)
Phase 2/3: 7/27 start (18-85)

Phase 1. 4/23 start (18-55)
Phase 2: 5/22 start (5-12, 18-70+)

Phase 1/2: 7/24 start (18+)

Phase 1: 5/25 start (18-55)
Phase 2: 8/24 start (18-84)

Phase 1/2: 9/3 start (18+)

Phase 3
7127 start

Phase 3
7127 start

Phase 3
8/31 (US)

Phase 3
9/23

Phase 2
8/24

Phase 1/2
9/3




OWS Tenets for BARDA Supported Phase 3 Trials
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Acceleratiffg ‘Development of

Safe and Effective Vaccines
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As of October 20, 2020

OWS/BARDA Vaccine Manufacturing

Portfolio

Recombinant
Protein +
AS03 Adjuvant

mMRNA-1273
Commercial
Scale Mfg.

AZD1222
(ChAdOx1)
Mfg.Demo

BNT162

NOVAVAX (RN

NVX-CoV2373
Mfg. Demo

WZ&F‘

mRNA
Mfg. Demo

Mfg = =100M doses

Vaccine Supporting Efforts

= Marathon
= Medical

Needles &
Syringes

&2 BD

Needles & Syringes +
Manufacturing

CaBacitx Exeansion

. RETRACTABLE
TECHNOLOGIES INC

Needles & Syringes +
Manufacturing
Capacity Expansion

patheon

by Thermo Fisher Scientific

Fill/Finish
Capacity

Saving Lives. Protecting Americans.

=
emergent

Manufacturing
Capacity & Vial
Filling

CORNING

Vial Manufacturing
Capacity

Vial Manufacturing
Capacity

smiths

Needles & Syringes
Manufacturing
Capacity Expansion

& GRAND RIVER

Domestic Fill/Finish
Capacity Expansion

THE TEXAS A&M
UNIVERSITY SYSTEM
Manufacturing
Capacity Reservation
& Expansion

¢) cytiva

Manufacturing of
Pharmaceutical
Consumables

&0logy

Manufacturing
Capacity Reservation
& Expansion

SNAPDRAGON

Raw Materials for
mRNAVaccine

Manufacturing
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How to Contact BARDA
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medicalcountermeasures. beta.sam.gov/ phe.gov/BARDA drive.hhs.qov
gov Official announcements and Program description, information, ~ Learn about DRIVe,
Portal to BARDA: Register to info for all government news, announcements mcl\lluttzllngl?urQCEcZelgﬂor
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BARDA INDUSTRY DAY o

OCTOBER 27™, 2020 | VIRTUAL EMENT
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"WORKING ¢ FOR AMERICA"
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http://www.usajobs.gov/
https://drive.hhs.gov/accelerators.html
https://beta.sam.gov/
http://www.medicalcountermeasures.gov/
http://www.phe.gov/BARDA
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