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Emergency Administrative Evaluation For the COVID-19 Pandemic:
Performance Assessment of Nucleic Acid Amplification Test Kits and Quality
Assessment of mRNA Vaccines

Division of Molecular Target and Gene Therapy Products
Takao Inoue, Yoshinori Tsukumo, Takenori Yamamoto, Tokuyuki Yoshida, Nobumichi Ohoka, Eriko Uchida

At the beginning of 2020, when the COVID-19 pandemic emerged, nucleic acid amplification test
(NAT) kits to detect SARS-CoV-2 infection were urgently developed. Given the critical importance at
the time of quickly identifying infected individuals to prevent the spread of the virus, it was necessary
to authorize the use of NAT kits as rapidly as possible. As a result, within roughly six months of the
pandemic's onset, dozens of NAT kits for COVID-19 diagnosis were permitted for use.

However, since sufficient performance evaluations of these diagnostic NAT Kkits had not been
conducted in advance, the National Institute of Health Sciences (NIHS) carried out a simultaneous
performance evaluation test using a common viral sample. Meanwhile, the development of vaccines to
prevent the onset and severity of COVID-19 progressed rapidly, and in February 2021, the mRNA
vaccine developed by Pfizer was granted special approval in Japan. Because the Pfizer mRNA vaccine
had to be transported in a thawed state, there were significant concerns that vibrations during
transportation could affect the quality of the vaccine. Therefore, the NIHS conducted road transport
tests of the mRNA vaccine and evaluated the impact of transportation on the RNA strand length
contained in the vaccine and on the expression of proteins when added to human cultured cells. This
article outlines the background and results of these two emergency administrative responses during
the COVID-19 pandemic.
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