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Evaluation of Clinical Application of Three Chemiluminescence Detection
Kits for Detection of Novel Coronavirus (SARS-CoV-2) Antibody
HU Ji-wen, WANG En-yun, KAN Li-juan, DOU Xiao-wen, LAI You-xia, XU Sha, JIANG Rui-wei, ZHANG Xiu-ming

(Medical Labouatory Center, Shenzhen Luohu Hospital Group, Guangdong Shenzhen 518001,China)

Abstract: Objective To evaluate the performance of three kinds of chemiluminescence immunoassay ( CLIA ) kitsfor
novel Coronavirus (SARS-COV-2) antibody, and study the clinical application of SARS-CoV-2 immunoglobulin M (IgM) and
immunoglobulin G(IgG) antibodies detection. Methods Three chemiluminescence novel coronavirus antibody detection
kits from three different manufacturers were evaluatedusingserum samples from 37 clinically diagnosed COVID-19 patients
in convalescence and 100 control patients. ROC curve was drawn to analyze the detection performance of the three kits. The
detection consistency of the three reagents was analyzed using Kappa value. Results For IgM detection, both kit A and kit
B had very good detection performance, especially performance of kit B was the best, the clinical sensitivity was 56.76%, the
clinical specificity was 99%.For IgG detection, all three kits had perfect performance. The clinical specificity of all three kits was
97.00%, while kit C had the highest clinical sensitivity (97.29%). For IgM detection, the detection results of kit A and kit B were
moderately consistent ( Kappa=0.508, P<0.05) , while those of kit C and kit B were only weakly consistent ( Kappa=0.065,
P = 0.05) ; For IgG detection, the detection results of kit A and kit C were highly consistent ( Kappa=0.654, P<0.05) ,
while the detection results of kit A and kit B were weakly consistent ( Kappa=0.102, P = 0.05) . Conclusion The three
chemiluminescence IgM and IgG antibody detection kits all had certain clinical sensitivity and specificity, but the consistency
of kits from different manufacturers was quite different, so the standardization of product performance and process needs to be
solved.
Keywords: SARS-Cov-2; chemiluminescence immunoassay; antibody detection; performance evaluation
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