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Quality control in microbiological examination
—From the perspective of ISO 15189 certification—

Kazunari Sonobe
Clinical Laboratory, Medical Hospital Tokyo Medical and Dental University

As the accuracy of clinical tests is required to be guaranteed, there is increasing interest in quality control. Quality control
is performed to ensure the quality of testing, and is a tool for approaching accurate results. ISO 15189 is an international
standard for guaranteeing the quality of clinical tests. Many of the requirements of ISO 15189 are related to quality control.
They include not only evaluation of reagents and equipments but also the competence assessment of personnel in terms of
internal quality control and external quality control. This review presents the requirements related to the operation of the

microbiological examination.
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