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[Abstract] Objective To use Westgard sigma rule to manage the indoor quality control of serum amylase
(AMY), calculate the quality goal index (QGI) to look for the reason of poor method performance and the direction
of improvement. Methods According to the formula o =(TEa-Ibiasl)/CV, the results of 15 serum amylase
bias in 3 times and the average value of the bias absolute values were evaluated and calculated in the meeting our
laboratory joined for quality evaluation in the Ministry of Health Clinical Laboratory Center in 2017. The allowable
total error (TEa) of Chinese health industry standard (WS/T) 403-2012 was adopted, according to the accumulated
indoor quality control results of Siemens ADVIA 2400 in the whole year of 2017 in the laboratory, the indoor quality
control variation coefficients (CV) of quality control products of different batches were calculated. The o value was
calculated, and combined with Westgard Sigma rule, the quality control rule suitable for the laboratory's serum AMY
project was selected. Moreover, the serum amylase QGI was calculated. According to the QGI, the reason why the
analyzed project did not reach 6 o was looked for, and the preferred improvement method was chosen. Results The
statistics showed: when the batch numbers of the quality control products in this room were 1027UN and 1093UN,
the indoor quality control of serum AMY o were 3.50 and 3.10, respectively; the quality control rule the laboratory
should choose was 1,/2-3,/R,/3,4/6x; when the batch number of the quality control product was 793UE, the indoor
quality control of serum AMY reached o =4.28, and the quality control rule the laboratory should choose was
15/2-3,/R,/3 5. The QGlIs of all batches of quality control products were calculated to be less than 0.8, suggesting
that the main reason for the poor performance of the method was the accuracy of the test results being relatively

poor. Conclusions The Westgard sigma rule can be used to select the indoor quality control rules of serum AMY
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and other biochemical projects in the inspection department and select the number of quality control per batch. The

reason of poor methodological performance can also be found to facilitate better management of indoor quality control

and targeted improvement of indoor quality control performance.
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