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The Results of the External Quality Assessment of SARS-CoV-2 Nucleic Acid Test
for the Registered Clinical Laboratories in Tokyo (April 2020 - March 2021)

Mamiyo KAWAKAMI?, Ryota KUMAGAT?, Yurie KITAMURA?, Hiroyuki ASAKURA?, Masaki HAYASHI?, Miyuki NAGANO?,
Takako YAMAZAKI? Yu YAOITA? Michiya HASEGAWA?, Takushi FUITWARA?, Hirofumi MIYAKE ?, Mayuko ODA?,
Megumi ICHIKAWA?, Rie MORIUCHI?, Mami NAGASHIMA?, Jun SUZUKI?, Takashi CHIBA?,

Hiroyuki KONISHI?, Kenji SADAMASU?, and Yoshikazu ISHII®

Severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) test is performed by Nucleic Acid Amplification tests (NATSs), such
as reverse transcription—polymerase chain reaction (RT-PCR) method. As the demand for SARS-CoV-2 testing increased with the rapid
increase in patients with coronavirus disease 2019 (COVID-19), the Japanese government had implemented measures, such as easing
facility requirements for clinical laboratories and expanded the NAT. Currently, NATs for SARS-CoV-2 are performed at many clinical
laboratories in Tokyo. It is an obligation to try implementing internal quality control, and it is unnecessary to take an external quality
control survey at clinical laboratories set up under these circumstances. However, it is important to ensure the reliability of test accuracy
to diagnose suspected patients with COVID-19 at an early stage and prevent the spread of infection. In 2020, the quality control survey
in pathogen nucleic acid tests of SARS-CoV-2 was performed in Tokyo. Samples were prepared by diluting a commercially available
SARS-CoV-2 gene control with buffer solution. The results were good at both the quality control survey participating facilities and the
reference facility. Since high accuracy is required for pathogen test of not only COVID-19 but also other infectious diseases, it is necessary

to continue the external quality control surveys of pathogen nucleic acid tests.
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