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The World Looks to AstraZeneca

Lower and middle income countries depend on U.K. drugmaker for billions of
Covid shots under contract

How many doses have been pre-ordered?
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ADVANCED MANUFACTURING

Validate Large Scale Production >

DISCOVERY & CLINICAL

PRECLINICAL DEVELOPMENT GLOBAL PHASE 1/2/3 TRIAL
SARS-CoV-2 Animal .
. . Pivotal Phase 2/ 3
Genetic Sequence Studies
In addition, ~44 000 people
Phase 1 in Germany above 12 years of age
Weekly Data Monitoring Committee Reviews e >
JAN MAR APR JuL 3 Potential BLA
2020 EUA Submission
Pfizer/BioNTech Candidate/Dose Selection Submission Goal: Q2 2021
Letter of Intent BNT162b2
Signed March 17, 2020 July 24, 2020 November 20’ 2020
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Traditional timeline
10-15 years

Exploratory Preclinical Clinical Trials FDA Rewew Manufactuing
and Approval
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3 = 2222 =
a , Eses iii: 5 Oo ~
3 @ Reactogenicity >8,000 total
QPhasel Phase Il Phase Il 5
= oD
I—Potential accelerated timeline with overlapping phases and EUAﬁ AE/SAE assessed in ~44.000 total
&)
eSS0 Dn ey on with at least 6000 participants with

6 month or more post dose 2
e e oo
in 12-15 year old cohort

BLA = Biologics License EUA = Emergency Use IND = Investigational
Application Authorization New Drug

Source: GAO analysis of GAO-20-215SP, FDA, HHS, and Pharmaceutical Research and
Manufacturers of America (PhRMA) documentation. | GAO-20-583SP
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