






Candidate Test 

COVID-19 Ag Rapid Test 

Comparator Test 

The comparator tests included high sensitivity Emergency Use Authorized RT-PCR tests used at 

each testing site as the routine testing method for COVID-19 diagnostics. The EUA RT-PCR tests 
use a chemical lysis step followed by solid phase extraction of nucleic acid. Tue patient 
specimens were all prospective collected and immediately tested by operators. 

Results, Data process and Analysis 
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Tue kappa value should be calculated for the clinical data above and the confidence interval (Cl) set at 95% 

Tue Kappa value ranges from O to I. Tue closer the Kappa value is to I, the more consistent the t\vo tests 

On average, if the Kappa value is over 0.75, the candidate test and reference reagent are highly consistent 

Kappa= 

Results Analysis 

COVID-19 | 十

Ag Test | 
Total 

N(a+d)一(r1c1 +y,c,) 

N'- (r,c, + r,c,) 

Real-time RT-PCR 

46 1 
2 99  
48 100 

Total 

47 
101 
148 

Sensitivity: [a/(a+c)] xlOO % = [46/( 46+2)]x100 % = 95.8%, 95% CI 84.57% to 99.28% 

Specificity: [ d/(b+d)]xlOO % = [99/(99+l)]x100 % = 99%, 95% CI 93.75% to 99.95% 

Accuracy: Total Agreement = [（釭d)/(a+b+c+d)] xlOO % = [(46+99)/ (46+2+1+99)] xlOO % = 97.9% 






