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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 of Test 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. 

  Test result of reference kit 
Total 

Test Kit Positive Negative 

Positive 
True positive 
(A) 

False positive 
(B) 

A+B 

Negative 
False negative 
(C) 

True positive 
(D) 

C+D 

Total A+ C B+D A+B +C+D 

Generally, formulas of diagnostic sensitivity and specificity are as follows: 

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

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

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

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

 
Positive result of 

reference kit 
Negative result of 

reference kit 
Total 

Positive result of 
Test Kit 69 1 70 

Negative result of 
Test Kit 6 134 140 

Total 75 135 210 

 

Item Formula Results 95% CI 

Diagnostic 
sensitivity (%) A/(A+C)*100% 92.00% 83.63%~96.28% 
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Diagnostic 
specificity (%) D/(B+D)*100% 99.26% 95.92%~99.87% 

Total 
coincidence 

rate (%) 
(a+d)/(a+b+c+d)*100% 96.67%  

 

It can be seen from Table 1 that among the 75 samples in the positive group tested with the Test 

Kit, 69 cases are positive and 6 cases are negative. Among the 135 samples in the negative 

group tested with the Test Kit, 134 cases are negative and 1 cases are positive. The results show 

that the negative coincidence rate, positive coincidence rate and total coincidence rate all are 

greater than 90%, indicating that they are in good consistency with those of the reference kit. 

VI. Discussion and Conclusion 

(I) Discussion 

The SARS-CoV-2 antigen rapid test strip produced by the Company contains SARS-CoV-2 N 

protein monoclonal antibody labeled by colloidal gold that is pre-coated on the colloidal gold 

labeled pad, SARS-CoV-2 N protein monoclonal antibody fixed in the test area and the 

corresponding antigen in the quality control area (C). The rapid test of SARS-CoV-2 antibodies 

in nasal swab samples is used clinically for auxiliary screening of COVID-19 patients. The 

purpose of the clinical trial is to evaluate the clinical performance of the product. The test 

conditions are presented as follows: 

Comparative analysis results of the Test Kit and 2019-nCoV PCR Kit (fluorescent PCR method) 

(GXZZ 20203400179) produced by Beijing Applied Biological Technologies Co., Ltd.: 

Test results of the Test Kit and the reference kit: The diagnostic sensitivity and specificity are 

greater than 90%, indicating that they are in good consistency with those of the reference kit. 

(II) Test conclusion 

After validation, the negative coincidence rate, positive coincidence rate and total coincidence 

rate between the test results of the Test Kit and 2019-nCoV PCR Kit (fluorescent PCR method) 

(GXZZ 20203400179) produced by Beijing Applied Biological Technologies Co., Ltd. are 

relatively high, and the results of the statistical analysis also show that there is no significant 

difference between the test results of the Test Kit and the reference kit, the two methods have 

good diagnosis consistency and are equivalent. At the same time, the diagnostic sensitivity and 

specificity of the Test Kit and the nucleic acid test results are both greater than 90%, indicating 

that they are in good consistency with those of the reference kit. 

VI. Description of Special Circumstances on Clinical Studies 

There is no special circumstance to be explained in this clinical study. 














