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[Abstract] Objective

the procalcitonin(PCT) quantitative detection kit(immunochromatography) researched and developed by the Maans-

To compare the coincidence rate and the equivalence of quantitative detection between

han Guosheng Biotechnology Co. ,LLtd. and the approved marketed similar products to judge whether the developed
product meeting the clinical use requirements. Methods 122 cases of various clinical samples collected from March to
April 2014 were selected and detected by the two kinds of method. The detection results by using the two kinds of re-
agent kit were compared. The statistical software adopted the Bland-Altman analysis, regression analysis, intraclass
correlation analysis and Pearson product correlation analysis. The consistency of the two kinds of detection method
was analyzed. Results When the cut off value was 0.5 ng/mlL,the analysis consistency of the two kinds of method
was 99. 18 % ; when the cut off value was 2 ng/mL, which was 95. 08%. The consistency limit values were 0. 205 7
and 0. 088 4,which were less than the profession value® 0. 5. The Pearson correlation coefficient was 0. 979 5, the

Spearman correlation coefficient was 0. 972 1,showing the detection results by the two kinds of reagent kit had a sig-

nificant correlation(P<C0. 01). Conclusion The two kinds of reagent kit possess the equivalence.
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