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Application of accreditation criteria published by
ISO 15189 in quality assurance for results of molecular
pathology detection

GUAN Wenyan, FAN Xiangshan, CHEN Jieyu, YANG Jun, YE Qing
(Department of Pathology, Affiliated Drum Tower Hospital of Nanjing University Medical School, Nanjing 210008, China)

Abstract Recent progress in precision medicine has improved the molecular pathology detection to be increasingly applied to
diagnose of diseases. It is important for ensuring the accuracy and scientific of pathological examination results. The
quality management for results is the basis for ensuring the accuracy and scientific of molecular pathology detection.
According to the Chapter 5.6 headed “Quality Assurance for Detection Results” of accreditation criteria for the
quality and competence of medical laboratories (ISO 15189 CNAS-CL02: 2012) and the related guidance on the
application in the field of molecular diagnostics, the application of criteria in quality assurance for results is discussed
in the hope of establishing a complete system, which is the guarantee for providing quality service to clinic.
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