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GAITHERSBURG, Md., Oct. 27, 2020 (GLOBE NEWSWIRE) -- Novavax, Inc. (Nasdaq: NVAX), a late-stage
biotechnology company developing next-generation vaccines for serious infectious diseases, announced updates on its Phase
3 clinical development program of NVX-CoV2373, its COVID-19 vaccine candidate. NVX?CoV2373 is a stable, prefusion
protein made using Novavax’ nanoparticle technology and includes Novavax’ proprietary Matrix?M™ adjuvant. The
Company also announced that it will present data from its ongoing Phase 1/2 clinical trial, including new Phase 2
reactogenicity data, on Friday, October 30 during the United States (U.S.) Center for Disease Control and Prevention’s (CDC
) Advisory Committee on Immunization Practices’ (ACIP) meeting.

U.K. Phase 3 Clinical Trial Update

Novavax has enrolled over 5,500 participants to date in the United Kingdom (U.K.) trial, which it has expanded to 15,000
volunteers. The increased enrollment is likely to facilitate assessment of safety and efficacy in a shorter time period. 
Novavax expects this trial to be fully enrolled by the end of November, and dependent on the overall COVID-19 attack rate,
interim data in this event-driven trial are expected as soon as early first quarter 2021. These data are expected to serve as the
basis for global licensure.

“We are pleased with the significant progress made in our Phase 3 clinical trial since it began in the United Kingdom at the
end of September,” said Gregory M. Glenn, M.D., President of Research and Development at Novavax. “We are grateful for
the support of the U.K. Government’s Vaccines Taskforce (VTF) and the National Institute for Health Research (NIHR) for
our pivotal trial. Recognizing the recent, large increase in the number of COVID-19 cases in the U.K., as well as the rapid
progress in participant enrollment for our trial, in consultation with the VTF and NIHR, we adjusted our plans and increased
enrollment.”

In alignment with Novavax’ commitment to transparency, the Company has posted the protocol for this trial on its website
at https://www.novavax.com/resources#protocols.

U.S. Phase 3 Clinical Trial Update

Novavax currently expects the pivotal clinical trial to begin in the United States and Mexico by the end of November. The
Company has made significant progress in large-scale manufacturing, with delays experienced versus original timing
estimates.

Novavax has been developing large-scale manufacturing processes at multiple sites around the world and plans to use
production from its contract manufacturing site at FUJIFILM Diosynth Biotechnologies’ Morrisville, North Carolina site in
this Phase 3 clinical trial.

Additional Phase 3 Clinical Trial Information

United Kingdom 

Novavax’ first pivotal Phase 3 clinical trial, begun in September in partnership with the U.K. Government’s Vaccines
Taskforce, will be expanded from 10,000 to 15,000 volunteers, some of whom have been recruited through the National
Health Service (NHS) Vaccine Registry. The trial protocol calls for unblinding of data once 152 participants have achieved
mild, moderate or severe endpoints. Two interim analyses are planned once 66 and 110 endpoints have occurred.

United States/Mexico 

Novavax’ pivotal Phase 3 clinical trial is being conducted with support from the U.S. Government through Operation Warp
Speed. The trial design is harmonized with those of other leading companies, and calls for the enrollment of up to 30,000
participants in the U.S. and Mexico, with proportional representation among diverse populations most vulnerable to COVID-
19 distributed across race/ethnicity, age and those living with co-morbidities. The trial protocol will be posted on Novavax’
website upon initiation.

ACIP Presentation Friday, October 30

https://www.globenewswire.com/Tracker?data=qkQNHbtVWIkHpqfXApFMeoiJpLZ9VBaYpA4nilUTYT6puy9NZRshvovFChpxKskydm5_QXFnsdCKmyNMIFLgshTnaeTJiUIYFdwXCMmISN_KGtjj-Ou3g-qiF6nNSXnSOugmzvF717M3UHuhqJ7p3Q==


Novavax’ Senior Vice President and Chief Medical Officer, Filip Dubovsky, M.D., will present an update during a public
meeting of the CDC’s ACIP between 10:00 am and 12:30 am ET on Friday, October 30. For more information, please visit 
www.cdc.gov/vaccines/acip/meetings/index.html.

About NVX-CoV2373
NVX-CoV2373 is a vaccine candidate engineered from the genetic sequence of SARS-CoV-2, the virus that causes COVID-
19 disease. NVX-CoV2373 was created using Novavax’ recombinant nanoparticle technology to generate antigen derived
from the coronavirus spike (S) protein and contains Novavax’ patented saponin-based Matrix-M™ adjuvant to enhance the
immune response and stimulate high levels of neutralizing antibodies. NVX-CoV2373 contains purified protein antigen and
cannot replicate, nor can it cause COVID-19. In preclinical trials, NVX-CoV2373 demonstrated induction of antibodies that
block binding of spike protein to receptors targeted by the virus, a critical aspect for effective vaccine protection. In the
Phase 1 portion of its Phase 1/2 clinical trial, NVX-CoV2373 was generally well-tolerated and elicited robust antibody
responses numerically superior to that seen in human convalescent sera. NVX-CoV2373 is also being evaluated in a Phase 3
trial in the U.K. and two ongoing Phase 2 studies that began in August; a Phase 2b trial in South Africa, and a Phase 1/2
continuation in the U.S. and Australia. Novavax has secured $2 billion in funding for its global coronavirus vaccine program,
including up to $388 million in funding from the Coalition for Epidemic Preparedness Innovations (CEPI).

About Novavax
Novavax, Inc.?(Nasdaq: NVAX) is a late-stage biotechnology company that promotes improved health globally through the
discovery, development, and commercialization of innovative vaccines to prevent serious infectious diseases.?Novavax?is
undertaking clinical trials for NVX-CoV2373, its vaccine candidate against SARS-CoV-2, the virus that causes COVID-19.
NanoFlu™, its quadrivalent influenza nanoparticle vaccine, met all primary objectives in its pivotal Phase 3 clinical trial in
older adults. Both vaccine candidates incorporate Novavax’ proprietary saponin-based Matrix-M™ adjuvant to enhance the
immune response and stimulate high levels of neutralizing antibodies.?Novavax?is a leading innovator of recombinant
vaccines; its proprietary recombinant technology platform combines the power and speed of genetic engineering to
efficiently produce highly immunogenic nanoparticles in order to address urgent global health needs.

For more information, visit www.novavax.com and connect with us on Twitter and LinkedIn.

Novavax Forward Looking Statements

Statements herein relating to the future of Novavax and the ongoing development of its vaccine and adjuvant products are
forward-looking statements. Novavax cautions that these forward-looking statements are subject to numerous risks and
uncertainties, which could cause actual results to differ materially from those expressed or implied by such statements. These
risks and uncertainties include those identified under the heading “Risk Factors” in the Novavax Annual Report on Form 10-
K for the year ended December 31, 2019, and Quarterly Report on Form 10-Q for the period ended June 30, 2020, as filed
with the Securities and Exchange Commission (SEC). We caution investors not to place considerable reliance on forward-
looking statements contained in this press release. You are encouraged to read our filings with the SEC, available at sec.gov,
for a discussion of these and other risks and uncertainties. The forward-looking statements in this press release speak only as
of the date of this document, and we undertake no obligation to update or revise any of the statements. Our business is
subject to substantial risks and uncertainties, including those referenced above. Investors, potential investors, and others
should give careful consideration to these risks and uncertainties.

Contacts:         
Investors
Erika Trahan
ir@novavax.com
240-268-2022

Media
Brandzone/KOGS Communication
Edna Kaplan
kaplan@kogspr.com
617-974-8659

https://www.globenewswire.com/Tracker?data=VFXQ6slBVhxcntGwSi6IYTzhF_-wmTkh2-fAzgEffWqlz4JzUhIhZZ8deghpOwQo1YX9JJipYUOhilqK1o7QsPn_QNFg9uPFbzs5Ad0AN05KrcoIadkYJ2ZuD9fkk7GlQ-SS4GL1QxJ0IbYlclNEuDWBVv2iF6_wQnc5zPuMZbI=
https://www.globenewswire.com/Tracker?data=AFQk7mNcyGD6BfFKbEtgXX51QdxubM9amY7PuKeAJg6Xju-S3eFwO06KlCXZkg6ZyUE1Vr2LOEBQwKZuMlkhMBrhZxSTKFu4J1q2WEuvY0DIIGcn59dHgHWD1OdtKKmbC3Cw6LzdyRSIrqt-l-Z-GECklQNjxBsgIi4MDYiSCEED4L-nZsUBjAvRvLr-YpuhTCasRYJ-AxymJ3KeA_-XRvJ-RcgGrb2bcdEHa_N5Z7s=
https://www.globenewswire.com/Tracker?data=dNDdbZ52LyXkfKSOEYmG-3w8qOJBK0IUGldsPYy-K2Q93Bx9E54inNJg82r61nA4SnQ8eyaHivq99637FzbtIA==
https://www.globenewswire.com/Tracker?data=XeTn47tF2t7bzL2QZPgzKlVlS5TnHGxh31r9xK1I-6AuvlBgJSGzEZCIeKGeiu1tv601EwH_juKBYIdUFFKl0f5B1-Bf-UgdN2q7wcQtVUc=
https://www.globenewswire.com/Tracker?data=IwA83Cxn3gojFHlMy_hpn95KKgsgp4KaxZZnlFbdSsAPlrO5CJL08ZaoBR3ftLG1XfpZVzJiAJXHZQQlRJCuVHgTiuWIZjOyJqVHcDDHXB99IpE5LAKhR5gR1i2fZuUMd2NFU5jvjWQJkKMaI0OllWBAEuzAjlfs3K8U6Uqc7jrnIeZ8knMTN2-7x8jUWI8NzSSM4ND7IwvXusjd-rBzkewJ7QdSmj1tkhrPfLg7vTk=
https://www.globenewswire.com/Tracker?data=cRXZgs5EhOp413G1tECerADpFXORA6DhrYLA-w9RE69gwWOEr1zEsct4H4S83bn5trnVuAuTSYF1Jc8bD5EZT-cTFuqur8DB8t-YJxGG4lj7rkAd0D0pViGhSAU1tKXbI5sP2bp4FFEb2MpQNPViaDILh3FjuIrKdgUs36aIZPKtFUGccbSsK-s2k3FyOtWoOcets4m81a6mnVlGMYf6vDXSWlOtqTKT7TjXSKlHYto=
https://ir.novavax.com/press-releases/rss-feed
https://ir.novavax.com/press-releases/2020-10-27-Novavax-Provides-Phase-3-COVID-19-Vaccine-Clinical-Development-Update?asPDF=1

