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Evaluation of Two Different Domestic Colloidal Gold Assay Kit for
New Coronavirus Antibody in Low Endemic Areas
WANG Dan, YU Hai-li, ZHANG Lu-fang, QIN Ying , HE Chun-yan, QU fen

( Department of Clinical Laboratory, Aviation General Hospital, Beijing 100012, China )

Abstract: Objective To evaluate the application and diagnostic effect of two different domestic New Coronavirus antibody
colloid gold detection kit 2019-nCoV immunoglobulin M antibody (anti-IgM) and immunoglobulin G antibody (anti-IgG)
detection reagent in Beijing Area of low epidemic area, so as to guide clinical rational application. Methods The total serum
were collected form 29 Novel Coronavirus Pneumonia (COVID-19) patients and 19 411 non infectious screening cases according
to the epidemiological history, clinical manifestations, imaging examinations and nucleic acid test results. The sensitivity,
specificity and false positive rate of the 2019-nCoV antibody detection kit LIZHU and INNOTECH made in Zhuhai and Tangshan
respectively were evaluated . The detection method was colloidal gold immune layer. The influencing and the reasons were
analyzed. Results The sensitivity of Innot 2019 nCov was slightly higher than that of LIZHU 2019 nCov, which were 58.62%
and 55.17% respectively. The specimen collection time of the antibody negative group was significantly shorter than that of the
antibody positive groups (P<0.05). The false positive rate of two reagents in low epidemic areas was 0.16%, and the false positive
rate of 2019-nCoV IgG in INNOTECH was higher than that in LIZHU. The false positive rate of 2019-nCoV IgM in the same
brand was significantly higher than that of IgG (Innotech y’= 14.756 09, P= 0.000 0 and LIZHU y’= 27.492 62, P = 0.000 0).
Conclusion 2019-nCoV antibody detection is fast, easy to operate, and highly specific, which can be used as a rapid screening
indicator for COVID-19. The specificity, accuracy and negative predictive value of the two kits were better. When a positive result
appears, another kit is used for retesting, which can reduce the false positive rate of clinical reports. The application and analysis
of the positive report of 2019-nCoV antibody should be comprehensive judgment combined with the epidemic areas and clinical.
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