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Acquisition of 1SO 15189 Accreditation
—How our clinical laboratory acquired ISO 15189 accreditation for the first time in Japan —

Akemi HARADA, Kyoko MAEGAWA, Hiroshi NIKI, Setsuko MOR]I,
Kazuko NISHINAKA, Chikako UENISHI, Kenjiro MASUDA

Division of Clinical Laboratory, Tokushima Red Cross Hospital

Following recent rapid advances and reforms in medical care, the importance of quality management
systems Is attracting close attention as a means of supplying medical care of higher quality. The first
international standard for clinical laboratories, ISO 15189 (particular requirements for quality and competence of
medical laboratories), was prepared in February 2003. Since then, appraisal of clinical laboratories for
accreditation of this standard has been performed in Japan.

This standard requires the services provided by a clinical laboratory (test reports) to meet the needs of
patients and the physicians in charge of their care. This means that the laboratory should satisfy certain
internationally applicable standards irrespective of when, who or where the test is conducted.

In October 2004, we filed an application for the pilot facility program to utilize the skills we acquired during
preparation for accreditation by the College of American Pathologists (CAP) and to re-build our quality
management systems on the basis of our experience acquiring ISO 9001 accreditation for the hospital. At the
same time, we began to reform our laboratory to meet the requirements of the ISO 15189 standard, especially
Chapter 4 (Managementrelated requirements) and Chapter 5 (Technical requirements). After the formal
inspection and examination conducted in February 2005, our laboratory became the first Japanese clinical
laboratory with ISO 15189 accreditation in August 2005.
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