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Discussion on Quality Management of Clinical Biochemical Projects Using
Different Permitted Total Errors Evaluation and Sigma Rules

LI Xiang', XIAO Xue-lian', MA Jian®

(1. Department of Clinical Laboratory , Branch of Sichuan Jinxin Women and Children Hospital , Jingxiu Road ,
Chengdu 610066, China;2. Department of Clinical Laboratory, Jinjiang District Maternal and Child
Health Hospital of Chengdu ,Chengdu 610061, China)

Abstract: Objective To establish the corresponding quality control rules for quality management using the data accumula-
tion of the new batches of biochemical quality control and apply the biological variation and the different allow total error of the
standard of the ministry of health to verify which quality standard is suitable for the current quality of the laboratory. Methods

Collected the data of the indoor quality controlling for four months, combined with the coefficient variation ( CV) and the al-
low total error( TEa) for the corresponding grades calculated by biological variation,and the total allow error of Peopel’s Re-
public of China health industry standard WS/T403-2012 Clinical Biochemical Inspection Conventional Project Analysis Quality
Objective, calculated the sigma value of each item and used the third-generation westgard Sigma rule to determine the control
rules and control the number of detections ( N) and specified the frequency of SQC events that can detect the amount of patient
sample run,at the same time, the Quality Objective Index ( QGI) was used to provide priority improvement programs for pro-
jects that did not meet the quality testing capabilities of the laboratory. Results The corresponding sigma value was calculat-
ed by using biological variation: ¢ <2, TP, CHE, LDH. 2<o¢ <3, ALT, CREA, ALB. 3<¢ < 4, AST,UREA. 4<¢<
5, ALP, GGT. 5<¢ <6, Thil,GGT. ¢=6, no. Made use of our national health industry standards to calculate the ¢ value
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for related projects : 2<<¢ <3,UREA,CREA. 3<c¢ < 4,ALT,TP. 4<o < 5,AST,ALB. 5< ¢ <6,Thil,GGT. ¢=6,
ALP,CHE,UA. Conclusion The current laboratory biochemical project is suitable for quality control using the health in-
dustry standards, using quality target grades to establish quality control rules, and using quality target index analysis to priori-
tize improvements, however, some projects cannot achieve QC methods and the number of samples that can be tested per

batch. The perfect combination can only be used as a reference. The best level of biological variation is the long-term goal and

continuous improvement,

Keywords: biological variation; sigma rule; quality improvement; analysis of batch length
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