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FEATURES

ACCURATE: Genabio COVID-19 Rapid Self-Test Kit can reliably detect Omicron with
91.89% sensitivity and 100% specificity based on clinical data from USA

DEPENDABLE: Genabio COVID-19 Rapid Self-Test Kit is manufactured in ISO13485
accredited facilities with daily capacity of 5 million tests.

LONG SHELF LIFE: 18 MONTHS from manufacture date

CLINICAL PERFORMANCE

A total of 160 swabs were selected for both COVID-19 Antigen Rapid Test and RT-PCR test.
72 swabs were from symptomatic patients:

Genabio COVID-19 Rapid self Test Kit
Comparator Method

Positive Negative Total

ORDER INFORMATION

Item No. Description Package Carton Size G.W/CTN



GENABIO VIRAL MUTATION ANALYSIS FOR 
OMICRON VARIANTS

BACKGROUND

The Genabio COVID-19 Rapid Self-Test Kit is a rapid lateral flow immunoassay intended for 
the qualitative detection of nucleocapsid(N) protein antigen from SARS-CoV-2. Omicron 
(B.1.1.529) a variant of SARS-CoV-2 first reported to the World Health Organization (WHO) 
by the Network for Genomics Surveillance in South Africa, November 24, 2022. It was first 
detected in Botswana and has spread to become the predominant variant in circulation 
around the world.

CLINICAL TEST REST RESULTS

A total of 38 anterior nasal swab samples were compared among Genabio COVID-19 
Rapid Self-Test Kit, Comparator RT-PCR kit and Next Generation Sequencing (NGS). 
34 sequence-confirmed, omicron variant positive samples from subjects were 
evaluated in this clinical evaluation, with all 34 detected by the Genabio COVID-19 
Rapid Self-Test Kit.

SEQUENCE ANALYSIS OF OMICRON VARIANTS

Following the original BA.1 variant, several subvariants of Omicron have emerged: 
BA.2, BA.3 BA.4 and BA.5. The differences of Omicron BA.1/BA.2/BA.3/BA.4/ BA.5 of 
Nucleocapsid protein, the target of Genabio COVID-19 Rapid Self-Test Kit, are shown 
in Figure 1. The Omicron BA.1, BA.2, BA.3 and BA.5 variants have the same mutation 
in the N protein, BA.4 has an additional P151S mutation in the N protein. It is unlikely 
that a single mutation in the N protein affects our antibody recognition, but the 
possibility cannot be ruled out.

Figure 1. Mutations of Nucleocapsid Protein in Omicron Variants



COMPARISON OF CLINICAL DATA AGAINST OMICRON VARIANTS 

A total of 5 companies have published clinical data for detecting the Omicron variant 
samples, Genabio COVID-19 Rapid Self-Test Kit achieved the best performance in PPA 
and NPA. Clinical data were collected from FDA website.

(https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergen-
cy-use-authorizations-medical-devices/in-vitro-diagnostics-euas-antigen-diagnos-
tic-tests-sars-cov-2)

Genabio Manufacture 1 Manufacture 2 Manufacture 3 Manufacture 4

Negative Percentage
Agreement 100.00% 98.60% 100.00% 99.40% 99.10%

67.10%81.70%67.20%64.20%91.89%Total Positive Percentage 
Agreement

Genabio COVID-19 Rapid Self-Test Kit accurately detects BA.1 and BA.2 variants. 
Since the BA.3 and BA.5 variants share the same mutation profile to BA.1, BA.2 in the 
N protein, Genabio COVID-19 Rapid Self-Test Kit would be able to detect BA.3 and
BA.5 variants. It is unlikely that a single mutation in BA.4 will affect our test.
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