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[Abstract] Objective To evaluate the effect of applying research-oriented quality control circle (QCC) for
construction of clinical laboratory quality management system based on International Organization for Standardization
ISO 15189. Methods

laboratory was investigated from multiple aspects of personnel, equipment, facilities and environment, information,

According to the method of activity steps of research-oriented QCC, the status of clinical

pre-examination processes, examination, post-examination processes, etc. The key points were excavated, analyzed
and merged, corresponding to three countermeasures groups, and were proposed and implemented: (D construction of
quality management system documents; 2) strengthening personnel training and management; (3) improving quality
Results

countermeasures groups. The ISO 15189 terms awareness rate increased by 50.2 percentage points, implementation

management of inspection process. The effect confirmation was carried on by the implementation of
rate of external quality assessment increased by 17.0 percentage points, compliance rate of internal quality increased
by 15.0 percentage points, specimen label failure rate reduced by 6.1 percentage points, specimen hemolysis rate
reduced by 1.1 percentage points, failure rate internal quality assessment reduced by 4.0 percentage points,
specimen type error rate reduced by 0.32 percentage point, specimen container error rate reduced by 0.33 percentage
point, patient satisfaction and medical staff satisfaction both increased by 15.0 percentage points, respectively.
Conclusion Adopting QCC management can build the laboratory quality management system and improve the
ability of circle members to use QCC tools to solve practical problems in the laboratory department.
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