Clin Eval 48 (3) 2020

R
glﬂl:l

COVID-19FBD 0 F > HFEICEET 5
FDA A4 5> AICDNT

FETHRT' HBE R
1) ‘il BRI S
2) 7 VI PEIAVEREARE - R L

On the FDA Guidance for COVID-19 Vaccine development
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Abstract

This article outlines the distinct features and background information of Guidance on Development
and Licenses of Vaccines to Prevent COVID-19 issued by the US Food and Drug Administration (FDA), of
which we published a Japanese translation in this journal issue. It has three standout features contrastive
to the Japanese counterpart.

1. It states that the primary efficacy endpoint estimate for a placebo-controlled efficacy trial should be at
least 50%, which two vaccines recently authorized for emergency use cleared far beyond (95% and
94.1%).

2. Regarding chemistry, manufacturing and controls it requires strict control but shows flexibility for
accelerated development.

3. It promotes utilization of adaptive design of clinical trial and seamless development strategies.

Meanwhile, Japanese government has reached agreements with some drug companies to procure the

large amount of COVID-19 preventive vaccines that can cover whole people of Japan, without performing a

large-scale placeho-controlled trials in the country, with its relatively lower prevalence and mortality.

To overcome the global pandemic of COVID-19, it is prerequisite to allocate COVID-19 preventive
vaccines to the people who needs most but difficult to access.
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