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Abstract

BNT162b2 is the most widely administered coronavirus disease 2019 (COVID-19)

vaccine in Japan that has recorded more than 340 million doses since its first local

regulatory approval on February 14, 2021. A comprehensive review of studies assessing

its real-world effectiveness is warranted to facilitate discussions regarding the

significance of routine COVID-19 vaccination in Japan. This literature review aimed

to identify studies that assessed the real-world effectiveness and immunogenicity of

the BNT162b2 vaccine in Japan. Original research articles indexed in PubMed and
Ichushi between February 14, 2021, and March 31, 2024, were eligible for inclusion. A
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total of 30 articles were identified. The endpoints used for vaccine effectiveness (VE)
varied widely, ranging from symptomatic severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) infection to severe outcomes. The findings indicated a
high VE (>90%) against severe outcomes during the pre-Omicron period, which
relatively decreased during the Omicron-predominant period. The results confirmed
the effectiveness of booster vaccination and greater effect of bivalent vaccines for
Omicron variants against symptomatic SARS-CoV-2 infection compared with the
monovalent vaccine for the ancestral strain. Immunogenicity was generally favorable
among special populations, although an insufficient immune response was occasionally
reported. Our results support the real-world effectiveness of the BNT162b2 vaccine in
Japan and highlight the need for routine vaccination and continuous vaccine adaptation

to newly emerging variants.
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