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From large-scale surveys to equipment compatible
with point-of-care testing

Atsushi Saito

Summary In recent years, differences in clinical chemical tests used by research institutions
have been reduced due to their standardization in Japan. The need for third-party evaluation of
clinical chemical tests has been pointed out, and guidelines on “Basic Concepts of the Accuracy
Management of Clinical Tests in Clinical Trials” were issued by the Ministry of Health, Labour
and Welfare in 2013. In 2018, Ordinance No. 93 of the Ministry of Health, Labour and Welfare
came into effect, which clearly presented the requirements for accuracy management. In response
to these rapid changes, there has been an increase in the number of research institutions applying
for ISO15189 certification and the “Certification for Research Institutions to Ensure Accuracy”
awarded by the Japanese Association of Medical Technologists (JAMT). A workshop entitled
“From large-scale surveys to equipment compatible with point-of-care testing (POCT)” was
conducted, in which three clinical laboratory technologists spoke about the status of accuracy
assurance and its associated problems.

Miss Midori Saito and Miho Suzuki wrote articles entitled “Aichi Prefecture’ s efforts to
promote accuracy management surveys  and “Accuracy management surveys promoted in the
community,” respectively.
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