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The Results of the External Quality Assessment of Pathogen Nucleic Acid Test for the Registered Clinical Laboratories
in Tokyo (April 2019 - March 2020)

Mami NAGASHIMA 2, Mamiyo KAWAKAMI 2, Ryota KUMAGALI ?, Hiroyuki ASAKURA 2, Miyuki NAGANO 2,
Yurie KITAMURA 2, Emiko KAKU ?, Yu YAOITA ?, Michiya HASEGAWA 2, Mayuko ODA 2, Megumi ICHIKAWA
Takashi CHIBA @, Hiroyuki KONISHI #, Kenji SADAMASU 2 and Yoshikazu ISHII®

Since the results of clinical tests affect the diagnosis and decision of treatment policy, highly accurate tests are required, and it is
essential to secure the reliability of the test accuracy. In December 2018, a law that partially amended the Medical Law, etc. came into
effect, and the standards for quality control at hygiene laboratories were clarified. In the quality control survey of the first year of Reiwa,
a pathogen nucleic acid test of Hepatitis B virus (HBV) in Tokyo was carried out on a trial basis. Samples were prepared by diluting a
commercially available HBV gene control with EDTA plasma. Good results were obtained at both the quality control survey
participating seven facilities and the reference facility. Since nucleic acid testing methods for new infectious diseases such as COVID-

19 have been developed and implemented, it is necessary to continue the external quality control survey of pathogen nucleic acid tests.
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