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Application Progress and Prospect of ISO15189 Quality Management System in Medical
Laboratory Teaching Reform
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Department of Laboratory Medicine, Shanghai Jiading District Central Hospital

[Abstract] 1SO15189, "Requirements for Medical Laboratories — Quality and Competence", is the globally
recognized gold standard for the operation of medical laboratories. Its core content is highly consistent with the
requirements for the professional competence of modern medical laboratory technicians. It has become the core
exploration direction for the teaching reform in medical laboratory science in China. This paper systematically
searches for relevant literature in various databases and systematically reviews and comments on the application
logic, practical model, implementation effect and current predicaments of ISO15189 in medical laboratory
teaching. The study finds that a mature application model such as the integration of the entire process and the
documentation—based system teaching transformation has been formed in China, which can significantly
enhance students' quality awareness and job adaptability. However, it still faces problems such as lagging teacher
capacity building, superficial integration, and imbalance in resource allocation. Moreover, the current research
has an extremely weak tracking and evaluation of students' long—term career development. Based on this, this
paper proposes a systematic reform path of university—clinical collaboration, clarifies the research limitations, and
provides a reference for building a medical laboratory training system that meets clinical needs.
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