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Six Sigma Quality Management for Choosing Appropriate Quality Control
Rules in Roche Electrochemical Luminescence Immunoanalyzer
YAN Yu-zhu, WANG Ji-han, ZHAO He-ping

(Department of Clinical Laboratory, Honghui Hospital Affiliated to Xi’an Jiaotong University, Xi’an 710054, China)
Abstract: Objective To evaluate the performance of Roche electrochemical luminescence immunoanalyzer by six sigma
(6 0 ) quality management, choose appropriate quality control rules with sigma performance verification charts and ensure
determination quality. Methods Sigma ( o ) metrics were calculated, according to imprecisions, biases ( Bias ) and allowable
total error ( TEa ) by Roche electrochemical luminescence immunoanalyzer. Calculate the quality objective index (QGI) of the
project, analyze the causes of poor performance, and propose the priority improvement method. Results  According to the
national standard, values of eight (57%) projects were >6 o . According to the criteria of biological variation, value of two (18%)
projects were >6 o . After weighting value of 6 (43%) projects were >6 o, with 1 (7%) >5 o, 6(43%) >4¢o and 1 (7%) <3 c.
Among them, AFP, CA153, CA199, T4, FT3, T3 and NT-ProBNP needed to improve the precision, and FT4 needed to improve
the precision and accuracy. Different projects adopt different quality control rules. Conclusion The appropriate six sigma
measurement can be used to analyze indoor quality control and quality evaluation data in clinical laboratory by the appropriate
six sigina measurement.
Keywords: six sigma; allowable total error; quality objective index; quality control rules
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