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The Results of the External Quality Assessment of HBs antigen for the Registered Clinical Laboratories
in Tokyo (2000.3-2016.3)

Rie MORIUCHI?, Yukiko SASAKTI?, Takayuki NAKAJIMA?, Tomoko KUSANO?, Chigusa KOBAYASHI?, Tetsuya SHINDO?® and
Yasushi TAKAGI®

The Tokyo Metropolitan Government carried out an external quality assessment of the registered clinical laboratories in Tokyo, with
the results for each fiscal year being published in separate reports. The HBs antigen (HBsAg) in serology assessment is distributed with
manufacture in this institute; however, after 2013, in the case of sample manufacture, a low value tendency of HBsAg might be seen
than real adjustment density. Because the high titer of the antibody was doubted, we examined the influence of sample manufacture. In
addition, the results of HBsAg inspection and a change in the assay from 2000 to 2016 were reported when the use of a HBsAg
reference standard sample was initiated and the units were changed to [U/mL.

With respect to problems concerning sample manufacture, it was suggested that measurements showed low value by competing with
HBsAg, and HBs antibody of a volunteer or commercial pool serum inhibiting it. In addition, as for the result of the examination for
HBsAg from 2000 to 2016, the radioimmunoassay (RIA) which there was much using the many registered clinical laboratories in 2000
year was disappear, and the electro chemiluminescence immunoassay (ECLIA), the enzyme immunoassay (EIA), the
chemiluminescence immunoassay (CLIA) become mainstream now. However, immunochromatography (IC) is adopted in some

laboratories and there are still some issues concerning detectivity.

Keywords: clinical examination, clinical laboratories, quality control assessment, HBsAg, Hepatitis B, serology,
immunochromatography, ECLIA, EIA, CLIA
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