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Application of EP6-A2 protocol for evaluating linear range of U-pro testing in self-built test system ZHOU Yuan-
qing s LIANG Rui-lian , LV Wei-biao , LIANG Yu-quan ,CHEN Ying-hui (De partment o f Clinical Laboratory ,A f-
filiated Shunde First People's Hospital , Southern Medical University s Shunde,Guangdong 528300 ,China)
[Abstract] Objective To establish the linear range of U-pro in the self-built test system for clinical laboratory
to provide reference for clinical detection. Methods 11 groups of sample were prepared according to the EP6-A2 doc-
ument issued by the Clinical and Laboratory Standard Institute (CLSI), which had equal interval U-pro concentra-
tions,every sample was tested twice. The data were conducted the polynomial regression for obtaining the linear
range of U-pro by the SPSS software. Results The CV of repeat test in the self-built test system was 1. 59% , less
than 2% which was ruled in the laboratory,the data were repeatable. After regression analysis on the data, the opti-
mal model was the cubic polynomial, but through analyzing its nonlinearity,it was judged as the acceptable linearity
for clinic. The corresponding linear range of U-pro in the self-built test system was 5. 20—1 355. 15 mg/L. Conclusion
The linear range of U-pro in the self-built test system is 5. 20— 1 355. 15 mg/L, which is less than the linear range
of 0—2 000 mg/L provided by the kit instruction. Clinical laboratory should evaluate the analytical performance of
testing systems to ensure the accuracy and reliability in the detection results.
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