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Evolving Landscape for COVIDB Vaccine

Key Assumptions for COVID-19 Vaccine

Limited doses may be
available in
December 2020but
supply will increase
substantially in 2021

Initial supply will either
be approved as a
licensed vaccine or
authorized for use
under an EUA issued
by the FDA

Cold chain storage and
handling requirements
are likely to vary from
refrigerated to ultra-
cold frozen

Two doses, separated
by 221 or 28 days, will
be needed for
immunity for most
COVID-19 vaccines
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COVIDB19 Vaccine Updates

Phase lll Vaccine Candidates Technology Platform Storage & Handling i __
(Intramuscular Injection)
Ultra-low frozen: 6mos 2
m-RNA Refrigerated: 5 days (0, 21 days)
Frozen: 6mos 2
m-RNA Refrigerated: 30 days (0, 28 days)
Viral Vector Refrigerated: 6mos ’
(Non-Replicating) ' (0, 28 days)
Janssen Viral Vector : _
T Refrigerated: 6mos 1
(Non-Replicating)




Phase Il
Vaccine
Candidates

Technology

Platform

Study Design

* N=44,000
* >12yrs

Efficacy & Safety

Interim Analysis

Completion of Primary Endpoint

* 95% vaccine efficacy (162
placebo vs. 8 vaccine)

Regulatory
Status

* Randomization (1:1) - 30 severe case (30 placebo vs. EUA Filed
* Placebo vs. Vaccine |+ 90% effectiveness (94 cases) 0 vaccine)
m-RNA * (Saline vs. 30 pg) * Consistent efficacy across age,
* 2doses (0, 21 days) gender, race/ethnicity
* No serious adverse reported to
date
* N=30,000 * 94.5% vaccine efficacy (90 placebo vs. 5 * 94.1% vaccine efficacy (185
* >18yrs vaccine) cases in placebo vs. 11 vaccine)
* Randomization (1:1) - 11 severe case (11 placebo vs. 0 vaccine) - 11 severe case (11 placebo vs. EUA Filed
mOderrO * Placebo vs. Vaccine - 16% adults ages >65 yrs 0 vaccine)
m-RNA * (Saline vs. 100 pg) - 21% diverse population - 17% adults ages >65 yrs
* 2doses (0, 28 days) | * No serious adverse reported to date Grade 3 - 21% diverse population
(>2%): Fatigue, myalgia, arthralgia, * 1 death in the placebo group
headache, pain, & redness at injection site
UK Study
* N=12,390 * 90% vaccine efficacy (half dose/full dose
*>18yrs (5x10™ vp) with n=2,741
. * 1 Dose vs. 2 Doses vs. | * 62% vaccine efficacy (full dose/full dose
ASSaTaasc Viral Vector MenACWY (n=8,895)
=1 (Non- il Study « Combined efficacy of 70% (131 COVID-19
Replicating) | N=10,300 —
*>18yrs * No serious adverse events have been
* 2 does vaccine vs. reported thus far
MenACWY/Saline
Viral Vector | * N=60,000
Janssen (Non- *>18yrs
. Replicating) | * Randomization (1:1)

* Placebo vs. Vaccine
(Saline vs. 5x10*° vp)
* 1 doses
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S Dec. 11-14 — 2 Dec. 11-14 N Dec. 14 -18

Begin Vaccination

=== —

FDA
Reviews all

CDC ACIP Calls
an Immediate
Meeting

EUA Recommendations

the Data

Dec. 12 -15

Pre-Positioning Pre-Positioning
BLA (Biologics Licensure Application) FaC|I|ty #1 Facnllty #2
EUA (Emergency Use Authorization)
EA (Expanded Access)







