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A New Method for Setting Quality Control Limits of Blood Cell Analysis
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Abstract: Objective To explore a new method of setting internal quality control(IQC) limits for blood cell analysis using the
sigma rule diagram method, in order to make the setting of internal quality control limits more reasonable. Methods Using the
results of the inter-chamber quality evaluation of the blood cell count of the Clinical Laboratory Center of National Health
Commission, the coefficient of variation of indoor quality control, and the allowable total error (TEa) specified in WS/T 406-
2012, the o value was calculated by the sigma rule graph method, and then the control limit of the variation coefficient of indoor
quality control was set by using the sigma rule calculation CV= (TEa-|Bias|)/( o interval minimum) as the indoor quality control
(hereinafter referred to as the “Sigma interval control limit”). Analyzed the indoor quality control data from November 2021 to
September 2022, compared the differences between the control limit of the sigma interval and the traditional control limit setting
method of theprevious coefficient of variation ( weighted CV') , and evaluated the effectiveness and practicability of the control
limit of the Sigma interval. Results The o values of the items tested in the blood cell analysis were WBC( 7.74 ), RBC( 6.62 ),
Hb (9.69) , HCT (8.03), MCV (8.63) , MCH (8.61 ), MCHC (8.38) and PLT (6.31) o measurements were > 6,
while selecting the 15, quality control rule, the CV critical value (CV at o =6) of the o measurement interval of each project was
calculated, and the control limit was calculated as the set coefficient of variation (CV') of the indoor quality control chart of the
project. The Sigma interval control limit setting method did not omit runaway data, and it was more practical than the traditional
method of rejecting false runaway of control, and the difference was statistically significant (y’=11.75, P<0.01).Conclusion The

Sigma rule chart method can help the laboratory set a reasonable control limit of the indoor quality control chart, and the
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setting method of the established control limit of the Sigma interval makes the quality control rule correspond to the control limit

of the interval one by one, reduces the generation of false runaway data, and makes the application of indoor quality control in

the clinic more scientific and practical.
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