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1SO15189-Accredited Clinical Laboratory (II) : A Report after the First Surveillance

Akemi HARADA, Hiroshi NIKI, Toshie YAMAMURA, Kyoko MAEGAWA, Chikako UENISHI,
Kazuko NISHINAKA, Toshiharu TATUKAWA, Kyoko TAKAMI, Kazuko HAMAI Yoshika MAEDA,
Sawako YOSHIKAWA, Kenjiro MASUDA

Division of Clinical Laboratory, Tokushima Red Cross Hospital

The environments for healthcare have been becoming increasingly more severe year after year. The
amendments of the governmental statutes related to healthcare, repeated many times in recent years, now
require higher efficiency and quality of laboratory tests.

Our previous report dealt with the fact that our clinical laboratory was accredited for the first time in
Japan under the ISO15189 (requirements for quality and competence particular to medical laboratories). At
present, there are 15 ISO15189%-accredited facilities in Japan. Under the current trend of standardization of
laboratory tests, the number of ISO15189-accredited facilities will further increase, primarily among university
hospital laboratories and health checkup facilities.

Following the recent move of our hospital to new buildings, we have recently undergone the first
surveillance after ISO15189 accreditation and filed an application for expansion of the microbiological unit. The

results of inspection we received are presented here as Part I of our report on ISO15189 accreditation.
Key words :ISO15189, application for expansion, standard operating procedure
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