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The principle. 
The COVID-19 Antigen Rapid Test Device detects SARS-CoV-2 viral antigens through visual interpretation of colour 
development. Anti-SARS-CoV-2 antibodies are immobilised on the test region of the nitrocellulose membrane.  

A sample is added to the extraction buffer which is optimised to release the SARS-CoV-2 antigens from specimen.  

During testing, the extracted antigens bind to anti-SARS-CoV-2 antibodies conjugated to coloured particles.  

As the specimen migrates along the strip by capillary action and interacts with reagents on the membrane, the complex will 
be captured by the anti-SARS-CoV-2 antibodies at the test region.  

Excess coloured particles are captured at the internal control zone. 

The presence of a coloured band in the test region indicates a positive result for the SARS-CoV-2 viral antigens, while its 
absence indicates a negative result.  

A coloured band at the control region serves as a procedural control, indicating that the proper volume of specimen has been 
added and membrane wicking is working. 
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SARS-CoV-2-Antigen Rapid Qualitative Test Kit Clinical Report 

Blind data analysis was used in this clinical study， Use Xiamen Biotime Biotechnology Co., Ltd. Manufacture SARS-CoV-2-Antigen 
Rapid Qualitative Test Kit (Colloidal Gold).  

The detection results of the samples were compared with PCR method for comparative study. After the end of the test, the blinding 
was uncovered, the cause of the inconsistencies was analysed, and all the inconsistencies in the test should be fully analysed in 
combination with the patient's epidemiological background, clinical symptoms, disease outcome and other information.  

1.2 Test Methods  
（1）The nasal swabs of 75 patients with novel Coronavirus nucleic acid positive and 220 subjects with novel Coronavirus nucleic 
acid negative were tested simultaneously using the product and PCR method to evaluate the sensitivity, specificity and accuracy of 
the product。  
（2）Homologous pharyngeal swab samples were collected from the above samples: 25 positive samples, 20 weakly positive 
samples, and 25 negative samples were required to evaluate the consistency of nasal swabs and pharyngeal swabs。 
  
1.3 Test sample requirements  
1.3.1 Sample type  
The samples were nasal swabs and pharyngeal swabs。 
  
1.3.2 Inclusion criteria for clinical trial samples  
(1) Confirmed cases of pneumonia infected by novel Coronavirus: patients with positive nucleic acid from novel Coronavirus were 
selected。  
(2) Confirmed cases of pneumonia infected with pneumonia other than novel Coronavirus: patients with nucleic acid negative of 
Novel Coronavirus were selected。 
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Performance Characteristics

www.triedandtested.tech kt@triedandtested.tech
+44 7712 861326

Analytical Sensitivity (Limit of Detection): The limit of detection was determined with a quantified SARS-CoV-2 virus and has been evaluated at 
5x103 pfu/mL. The limit of detection was also determined with recombinant SARS-CoV-2 nucleoprotein and has been evaluated at 0.4 ng/ml. 


Clinical Evaluation: Clinical evaluation was performed to compare the results obtained by COVID-19 Antigen Rapid Test and RT-PCR. 


Relative Sensitivity:  72/75         96.00%   (88.75%～99.17%)

Relative Specificity:  220/220    100.00%  (98.34%～100.00%)

Accuracy               :  292/295     98.98%   (97.06%～99.79%)

positive negative Total

72 0 72

positive 3 220 223

negative 75 220 295
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CE Certificate
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