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Abstract: Objective  Anti-cyclic citrullinated peptide (CCP) antibody IgG detection kit in an enzyme-
linked immunosorbent assay (ELISA) type [l in vitro diagnostic kit produced by Oumeng (Hangzhou) Medi-
cal Experimental Diagnostic Co. ,Ltd. was used for clinical verification tests to evaluate the clinical application
performance of the kit. Methods The effective serum sample of 67 patients with rheumatoid arthritis and 15
effective homologous plasma sample in 900th Hospital of Joint Logistics were collected as the disease group,
the effective serum sample of 19 patients with other other diseases such as arthritis and the 8 effective homol-
ogous plasma sample were susceptible to the mixed group. 30 cases of serum sample and 30 cases of plasma
sample were used as the control group. The anti-CCP antibody IgG detection (ELISA) kit to be registered by
Oumeng (Hangzhou) Medical Laboratory Diagnosis Co. , Ltd. , Shanghai Rongsheng Biopharmaceutical Co. ,
Ltd. (the comparison reagent) and EUROIMMUN Medizinische Labordiagnostika AG (the tripartite reagent)
were used to detect anti-CCP antibody,and the consistency and correlation between the proposed registration
kit and the other two reagent were analyzed by calculating the coincidence rate,Kappa value and regression a-
nalysis. Results The total coincidence rate of the qualitative test results of the kit to be evaluated and the

comparison reagent was 88. 79% ,and the kappa value was 0. 69. Regression analysis on the results of 20 quan-
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titative serum samples showed a regression equation of Y=1. 629X +0. 968 9,R=0. 51. The total coincidence
rate of serum test results of the kit to be evaluated and the tripartite reagent was 92. 24 % ,and the kappa value
was 0. 80. Regression analysis on the results of 26 quantitative serum samples showed a regression equation of
Y=0.948 5X —4.640 2,R=0. 97. For samples that do not match the evaluation kit and the comparison rea-
gent,the test results of the tripartite reagents shall prevail. The final serum test compliance rate was 97.41%,
and the kappa value was 0. 93. The total coincidence rate of the serum to be evaluated by the kit and the ho-
mologous plasma test was 92.45% ,and the kappa value was 0. 77. Regression analysis on the results of 10
quantitative serum samples showed a regression equation of Y=0. 835X +15. 886,R =0. 92. Conclusion The
kit to be evaluated has been verified by clinical test,and has good consistency and correlation with the serum

and homologous plasma detection results of the comparison reagent and the tripartite reagent,and has applica-

tion performance.
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