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» LightCycler 480 (Roche) + Applied Biosystems 7500 Real-Time PCR
« CFX96™ System (Bio-Rad) * Instrument System (Thermo Fisher Scientific)
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1 2019-nCoV Reaction Solution 750 ulx 2 14 ul
2 RTase Mix 630ulx1 6ul
3 2019-nCoV Positive control 600Ul x 1
4 Negative control 600Ul x 1
5ul (Add with specimen)
5 Internal control A 525ulx1 055 141 (Amplification directly)
6 ROX 55ul x1 0.5 ul (for Applied Biosystems 7500)
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Reverse transcription 50°C 159 1
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*FAM (ORF1ab gene), JOE (E gene), Cy5 (I0)
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S ese LightCycler 480 (Roche), Applied Biosystems 7500 Real-Time PCR
CFX96™ System (Bio-Rad), Instrument System (Thermo Fisher Scientific)
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Allplex 2019-nCoV Assay Concentration(copies/mL) ORF 1ab gene E gene
Positive Negative
Positive 101 0 5x10° copies / ml 100%(20/20) 100%(20/20)
STANDARD M nCoV -
Real-Time Detection kit |— 220V 0 m 1x10%copies / ml 100%(20/20) 100%(20/20)
Total 101 111
Sensitivity 100% (101/101, 95% Cl: 96.41% - 100%) 5x10%copies / ml 95%(19/20) 95%(19/20)
Specificity 100% (111/111, 95% Cl: 96.73% - 100%) 1x10%copies / ml 60%(12/20) 75%(15/20)
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Sample Concentration gene E gene
Specimen type N % Mean % Mean
positive Ct positive Ct
Nasopharyngeal swab |2x LOD 20 100 3222 100 31.84
specimen(UTM) 4x LOD 10 100 30.8 100 30.93
Negative 30 0 - 0
2xLOD 20 100 31.92 100 31.32
Sputum 4xLOD 10 100 311 100 305
Negative 30 0 - 0
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