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A journey of the Japan’s firstly approved SARS-CoV2 antigen tests (FUJIREBIO
INC.) Shintaro Yagi

In December 2019, SARS-CoV-2 was reported to be the pathogen of severe
acute respiratory syndrome (COVID-19) in China. In January 2020, the reported
increasing number of COVID-19 cases in China prompted us to start research and
development of a SARS-CoV-2 antigen test reagent. Owing to the materials, as
native virus, provided among the AMED project members, that we participated in
February 2020, we succeeded to develop the SARS-CoV-2 antigen kit that was
approved as the Japan first in-vitro diagnostics (IVD) for SARS-CoV-2 antigen test
in May 2020. In June of the year, a high-sensitivity quantitative antigen kit was
approved as the first quantitative antigen IVD kit in the world, which has been used
at airport quarantine since August 2020. The use of qualitative antigen kits has
been expanding from healthcare settings to nursing homes. Now the kit is available
as an over-the-counter (OTC) kit. Quantitative antigen kits have also been used
not only in healthcare settings but also in large-scale events. In this presentation
| will summarize the development of antigen kits, and the utilization of the antigen
kits in Japan. | hope that our experience might help to practical implementation of
scientific and technological developments.
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