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Demonstration of linear range of high-sensitive C-reactive protein assay kit
Zhao Caihong
(Biochemical Laboratory ,Clinical Laboratory , Hospital of Mentougou District ,Beijing 102300, China )

Abstract: Objective To demonstrate the linear range of high-sensitive C-reactive protein(hs-CRP) assay kit used in this labo-
ratory, and evaluate the performance of this kit preliminarily. Methods According to the EP6-A2 document, described by Clinical
and Laboratory Standards Institute(CLSI), 6 samples were prepared, which were detected in duplicate in random order. After out-
lier test, the proportional error (CV,), polynomial regression coefficients(b;), residual(B; ), standard error(S,,) and deviation
from linearity(DL;) were calculated. Results No outlier was found in all test results, and the CV, was 0.40% , less than the with-
in-run imprecision requirements of kit instructions. There was a statistically significant difference between zero and nonlinear coeffi-
cient b, in quadratic regression polynomial(P<C0. 05), so was b; in cubic regression polynomial(P<C0. 05). The S,, of quadratic re-
gression polynomial and cubic regression polynomial were 0. 029 3 and 0. 018 7 respectively, and the cubic regression polynomial
was optimal. The maximum DL, was 1.22%, less than the nonlinear difference requirements of College of American Pathologists
(CAP). Conclusion The hs-CRP assay kit used in this laboratory might be with linear range from 0 to 20.5 mg/L, in accordance
with statement of kit instructions.
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