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Performance verification of two novel coronavirus nucleic acid detection Kkits

FANG Bing-xiong', CHEN Xiao-jia', LIU Qi', ZHAO Wei’, RUAN Jie”'(1.Precision Medicine Centre, Puning People”’ s
Hospital, Puning 515300, China; 2. College of Medical Technology, Guangdong Medical University, Dongguan 523808,
China)

Abstract: Objective To verify the main performance of two novel coronavirus (SARS-CoV-2) nucleic acid detection
kits. Methods The main performance of two SARS-CoV-2 nucleic acid detection kits was determined using SARS-CoV-2
nucleic acid performance verification reference and Guangdong provincial quality control products. Results The lowest
detection limits of reagent A and B were 1.25E+02 and 2.5E+02 copies/mL, respectively. The intra-assay coefficient of variation
(CV) of precision reference N gene detection at 2.0E+03 and 2.0E+04 copies/mL was 0.37%, 0.16% in reagent A, and 1.23%,
0.87% in reagent B; CV of ORF'lab gene detection was 0.61%, 0.22% in reagent A, and 1.48%, 0.54% in reagent B. Both
reagents showed 100% of accuracy, negative cross reaction, and positive anti-interference. Conclusion The sensitivity,
precision, accuracy, specificity, and anti-interference of both kits are coincident with the product requirements.
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ALY 5 AR ER 225 & (L1-LS) LA AN SARS-
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TP BRI . TS5 SR IAT
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RN 100%, REALIAE]) ZA H BR 500 copies/mL
PR, R RAESHE
22 MWEEER

1 2.0E+03 copies/mL (R1) /K, X5 A N K
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P8 2019-nCoV BHHE: 2019-nCoV BHHE: 2019-nCoV BHPE —3
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