












V. Results and Analysis of Clinical Trial

A total of 210 samples were selected. All selected samples were tested. 

Make consistency statistics on the test results ofTest Kit (test product) produced by the Company 

and the 2019-nCoV PCR Kit, analyze their diagnostic sensitivity and specificity, and list them in 

the form of four-fold table. 
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Generally, formulas of diagnostic sensitivity and specificity are as follows: 

Diagnostic sensitivity = A/ (A+C) x 100% 

Diagnostic specificity = D/ (B+D) x 100% 

Total coincidence rate= (A+D)/ (A+B+C+D) x 100% 

Table 1: Statistics of Test Results of Test Kit and Reference Kit 

Positive result of Negative result of 
Total 

reference kit reference kit 

Positive result of 
70 

Test Kit 69 1 

Negative result of 
140 

Test Kit 6 134 

Total 75 135 210 

Item Formula Results 95% Cl 

Diagnostic 
A/(A+C)*100% 92.00% 83.63%-96.28% 

sensitivity(%) 
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