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Points noted 1n statistical analyses
of COVID-19 vaccine adverse events

Yasusi Suzumura
YSP Medical Information Laboratory, Japan

Abstract

In Japan, data on COVID-19 vaccine adverse events, which have been reported by medical institutions
and manufacturing companies, have been disclosed on the Ministry of Health, Labour, and Welfare (MHLW)
website. The MHLW is responsible for estimating the causal relationship between the vaccines and
adverse events using this data.

Points to be considered were discussed referring to the ASA statement published by the American
Statistical Association (ASA) when these statistical analyses were conducted. There are four points to keep
in mind. Data should be collected so as to minimize biases, biases should be appropriately corrected, and
results should be interpreted while considering biases when correction of the biases is difficult. Causality
should not be estimated solely from statistical tests comparing the incidence in the vaccination group and
control group, and tests comparing the incidence in the risk and control period should also be performed in
the vaccinated population. All possible disease analyses should be published. Other approaches, such as
excess mortality and pathophysiology, should be sufficiently considered in the estimation.

I recommended that the MHLW should conduct tests to compare the incidence in the risk period and
control period in the vaccinated population by obtaining all the data on deaths within 28 days after
vaccination while matching the vaccination record system, my number, and basic resident registers while
eliminating the bias.
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