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The requirements for medical laboratories ISO 15189 is examined in organization and a quality
management system, stressing the importance of evidence, document control, and control of
records and clinical material. Medical services are provided from the areas of resource
management, and pre-examination, examination and post-examination processes. The main goal
of ISO 15189 accreditation is to improve the quality of laboratory services provided for patients and
clinical users not only through compliance with consensually developed and harmonized
requirements but also by adopting the philosophy of continual improvement using the
Plan-Do-Check-Act cycle. Laboratory quality should be evaluated and improved in all steps of the
testing process as the state—of-the art indicates that the pre- and post-analytical phases are more
vulnerable to errors than the intra—analytical phase. The Korea Laboratory Accreditation Scheme
(KOLAS), a national accreditation body, provides medical laboratory accreditations for appropriate
approaches to evaluating the competence of a medical laboratory in providing effective services to
its customers and clinical users. Adoption of ISO 15189 in 2010s as a government policy has been

delayed, and only 5 laboratories have been accredited to date in Korea. The medical laboratories Corresponding author: Jin Hyun Jun
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Table 2. List of standard documents in ISO 15189
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Table 3. List of accreditation number, laboratory name and period
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