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The full development pathway for an effective vaccine for SARS-CoV2 will require 
that industry, government, and academia collaborate in unprecedented ways, each 
adding their individual strengths. . . .We further discuss a collaborative platform for 

conducting harmonized, randomized controlled vaccine efficacy trials. This 
mechanism aims to generate essential safety and efficacy data for several candidate 

vaccines in parallel, so as to accelerate the licensure and distribution of multiple 
vaccine platforms and vaccines to protect against COVID-19



Three Entities with Distinct Roles in 
COVID-19 Response

NIH Funded networks -
Phase 3 trial execution

Operation Warp 
Speed

USG body responsible 
for strategic approach, 
coordination and 
resource allocation

Accelerating COVID-19 
Therapeutic 

Interventions and 
Vaccines (ACTIV) 

NIH established Public-
private partnership for 
coordinating COVID-19 
response



Conducting Clinical Research: A Network Approach

Vaccine Efficacy Trials
• Larry Corey and Kathy Neuzil

mAb Prevention Trials
• Mike Cohen and David Stephens

(CoVPN)



CoVPN Clinical Sites



Potential CoVPN, DoD and CRO US Clinical Sites

Source HHS Protect
Data as of July 26, 2020



Semi-Independent Harmonized Trials



Posted June 2020
https://www.fda.gov/media/139638/download

https://www.fda.gov/media/139638/download


OWS Phase 3 Efficacy Trial Principles
• Randomized, Placebo-Controlled Efficacy Trial

• Sample size: approximately 30,000 volunteers

• Study Population: age ≥ 18 years, targeting subset at higher risk of severe disease, 
diverse populations

• Primary Endpoint: Prevention of symptomatic COVID-19 disease (virologically 
confirmed)

– The primary efficacy endpoint point-estimate at least 50%
– the statistical success criterion should be lower bound of the CI confidence around the point estimate is >30%.*

• Harmonized OWS immunogenicity assays and correlates analysis

• Common DSMB (NIAID Managed)

*Consistent with FDA guidance, June 2020



COVID-19 Vaccines in OWS Development 

Vaccine companies 
Participating in OWS Led  

BARDA & NIH Funded 
Phase 3 Efficacy Trials

mRNA

Ad Vector

Ad Vector

Recombinant 
Protein+adjuvant

Phase 3 Open to Accrual 
(projected as of July 29, 2020)

July 27, 2020

TBD

September  2020  (projected) 

October  2020  (projected) 





mRNA-1273 Phase 3



Spreading the Word:
Coronaviruspreventionnetwork.org



Example US trial site map 
with broad US coverage

As of July 28, 2020
• 4.5 million views

• 200,000 completed registries in initial 20 days

• Nationwide Community Outreach and 
Engagement Ongoing

• Key to Recruiting High Risk Volunteers from 
Diverse Populations

Community Engagement and Volunteer Registry



Collaborations / Partners / Acknowledgements

• OWS Leadership
• NIH
• NIAID
• HHS
• DoD
• BARDA
• CDC
• FDA
• CoVPN
• Industry Partners and CROs
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