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ACCELERATE DEVELOPMENT
• Platform technologies (mRNA, Ad26, VSV)
• Repurpose licensed products (recombinant 

protein expression vectors; adjuvants)
• Parallel, not sequential, activities (large scale 

manufacturing in parallel with clinical 
development)

MITIGATE RISK
• Multiple technologies
• Multiple Facilities
• Redundancy

DOMESTIC MANUFACTURING
• Scale Up & Scale Out Capability/Timeline 

(Proven Platform Technologies)
• Raw materials and supply chains
• Leverage existing facilities (CIADMs)
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• Platform Technologies
• Multiple Candidates
• Large Scale Manufacturing in
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16 YEARS
3rd Coronavirus Outbreak

No Licensed vaccines

SARS | 2002
SARS emerged in 
China, CFR 11%

MERS | 2012
MERS first identified 
in Saudi Arabia

COVID-19 | 2019
COVID-19 emerged in 
Wuhan

21st Century Novel Human Coronavirus Outbreaks
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Operation Warp Speed

HHS and DoD working collaboratively with other federal partners as “One
Government entity” to address the largest health security threat our nation has
faced in 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-19 in the United States.
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OWS/BARDA Vaccine Candidates
Developer Platform

Doses/ 
Regimen Non-clinical Results Phase 1/2 Trial Start Dates Clinical Phase

mRNA-1273
mRNA encapsulated 
in a lipid nanoparticle 

2
• Neutralizing antibodies
• Strong Th1 response
• Protection from challenge

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

Phase 3
7/27 start

BNT162b2
mRNA encapsulated 
in a lipid nanoparticle 

2
• Neutralizing antibodies
• Strong Th1 response
• Protection from challenge

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

Phase 3
7/27 start

AZD1222
Non-replicating chimp
adenovirus

2
• Neutralizing antibodies
• Strong Th1, Th2 response
• Protection from challenge

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

Phase 3 
8/31 (US)

JNJ-78436725
Non-replicating human 
adenovirus

1
• Neutralizing antibodies
• Strong Th1, Th2 response
• Protection from challenge

Phase 1/2: 7/24 start (18+) Phase 3 
9/23

NVX-CoV2373
Protein subunit
Matrix M adjuvant

2 • Neutralizing antibodies
• Protection from challenge

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

Phase 2
8/24 

Protein subunit
AS03 adjuvant 2 • TBD Phase 1/2: 9/3 start (18+) Phase 1/2

9/3
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Harmonization

Primary and secondary  
endpoints

Protocol Oversight Group
• Developer
• NIH
• BARDA

Immune Assays

Common DSMB

Work with CoVPN Network

Statistical Analysis Plan

Developer 
Responsibility

IND Sponsor

Site Selection/Monitoring/ 
Oversight

Sample/Data Management

OWS 
Responsibility

DSMB secretariat 

Protocol Approval

Overall Oversight  
Responsibility  

Contract Oversight  
Responsibility

OWS Tenets for BARDA Supported Phase 3 Trials
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OWS/BARDA Vaccine Manufacturing
As of October 20, 2020

Portfolio

Vaccine Supporting EffortsVaccines

NVX-CoV2373
Mfg. Demo

mRNA
Mfg. Demo

BNT162 
(mRNA)

AZD1222 
(ChAdOx1)
Mfg.Demo

Ad26 Vector 
Mfg.Demo

Recombinant 
Protein + 

AS03 Adjuvant 
Mfg. Demo

mRNA-1273
Commercial 
Scale Mfg.

Raw Materials for 
mRNA Vaccine 
Manufacturing

Needles & Syringes + 
Manufacturing 

Capacity Expansion

Needles & Syringes + 
Manufacturing 

Capacity Expansion

Needles & 
Syringes

Manufacturing 
Capacity & Vial 

Filling

Vial Manufacturing 
Capacity

Vial Manufacturing 
Capacity

Fill/Finish 
Capacity

Needles & Syringes 
Manufacturing 

Capacity Expansion

Domestic Fill/Finish 
Capacity Expansion

Manufacturing 
Capacity Reservation 

& Expansion

Manufacturing 
Capacity Reservation 

& Expansion

Manufacturing of 
Pharmaceutical 
Consumables

Mfg =  ≥100M doses
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www.usajobs.gov
Join the team!

drive.hhs.gov
Learn about DRIVe, 

including our Accelerator 
Network and EZ BAA

beta.sam.gov/
Official announcements and 

info for all government 
contract solicitations

medicalcountermeasures.
gov 

Portal to BARDA: Register to 
request a TechWatch meeting!

phe.gov/BARDA
Program description, information, 

news, announcements

How to Contact BARDA

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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