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VALIDATION STUDY REPORT 

 

 

OBJECTIVE: 

To establish the performance (sensitivity and specificity) of BioTeke SARS-CoV-2 Antigen Test Kit, 

BIOTEKE CORPORATION (WUXI) CO.,LTD, China (LOT No.: TC1002E2022L0404; MDD: 02/2024). 

Samples included: 

100 RT-PCR SARS-CoV-2 positive samples from persons within the first 7 days from the onset of COVID-19 

symptoms during the Omicron wave (November 19-24, 2022) 

50 RT-PCR SARS-CoV-2 negative symptomatic or asymptomatic persons. 

Samples were taken at the drive-in test station of the Croatian Institute of Public Health from symptomatic 

and asymptomatic persons. The samples were collected by healthcare professionals. Nasopharyngeal swabs  

were taken and placed into the viral transport medium (2 ml). The swabs were transported to the laboratory 

and tested with the COVID-19 Antigen Rapid Test and with confirmatory RT-PCR test (Allplex™ 2019-nCoV 

Assay, Seegene Inc, Republic of Korea, Lot:RV9121L95, Exp.:1/2023). RT-PCR and COVID-19 Antigen Rapid 

Test were performed from the same nasopharyngeal swab. 

Diagnostic acceptance criteria: 

- Assay should have sensitivity over 80%, or over 90% for subjects with a Ct < 25 

- Assays should have a specificity over 98%. 

Ethical approval 

The study was conducted according to the guidelines of the Declaration of Helsinki and approved by the 

Ethics Committee of the Croatian Institute of Public Health (Protocol No. 030-02/22-05/4, Approved on 

October 28, 2022). 



 

Results: 
 

 POSITIVE RT-PCR 

(all, Ct<30; Ct<25) 

NEGATIVE RT-PCR TOTAL 

POSITIVE RAT 67/67/65 0 67 

NEGATIVE RAT 33/17/6 50 83/67/56 

TOTAL 100/84/71 50 150/134/121 

 

 

 All samples   Statistic Value  95% CI 

Sensitivity   67.00%  56.88% to 76.08% 

Specificity   100.00% 92.89% to 100.00% 

Negative Likelihood Ratio 0.33  0.25 to 0.44 

Positive Predictive Value (*) 100.00%   

Negative Predictive Value (*) 60.24%  53.40% to 66.70% 

Accuracy (*)   78.00%  70.51% to 84.35% 

 

Samples (Ct<30)  Statistic Value  95% CI 

Sensitivity   79.76%  69.59% to 87.75% 

Specificity   100.00% 92.89% to 100.00% 

Negative Likelihood Ratio 0.20  0.13 to 0.31 

Positive Predictive Value (*) 100.00%   

Negative Predictive Value (*) 74.63%  65.80% to 81.81% 

Accuracy (*)   87.31%  80.47% to 92.43% 

 

Samples (Ct<25)  Statistic Value  95% CI 

Sensitivity   91.55%  82.51% to 96.84% 

Specificity   100.00% 92.89% to 100.00% 

Positive Predictive Value (*) 100.00%   

Negative Predictive Value (*) 89.29%  79.49% to 94.71% 

Accuracy   95.04%  89.52% to 98.16% 

The CT values for the tested samples were <=34. Statistical analysis was done using online tool 

(https://www.medcalc.org/calc/diagnostic_test.php). 

 

 
The assay has sensitivity over 90% for subjects with a Ct < 25 (91.55%) and specificity 100.00% which is in 

line with the requirements MDCG Guidance on performance evaluation of SARS-CoV-2 in vitro diagnostic 

medical devices.  

 

 
Zagreb, January 05, 2023 

Irena Tabain, PhD, MD 

Head of Virology Department 

Croatian Institute of Public Health 
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Bfarm List of Antigen-tests of the 

coronavirus SARS-CoV-2

Bfarm 



PEI tests
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EU HSC common list
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Czech List of antigenic tests for which issued

by the ministry exemption



Austria Registration
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Swiss Lists of rapid tests for SARS-CoV-2 for 

professional use

SARS-CoV-2



Bulgaria list of rapid antigen test



France COVID-19 Diagnostic test list - For 

nasopharyngeal swab

COVID-19 -

https://covid-19.sante.gouv.fr/tests



Belgium famhp List of the recommended 

tests

famhp

https://www.famhp.be/en/human_use/health_products/medical_devices_accessories/covid_19/tests
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