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In a prospective US clinical study, INDICAID™ accurately
identified 84% of those who were positive (PPA) and 97%
of those who were negative (NPA) for SARS-CoV-2.

Product performance against variants of concern are
evaluated on an ongoing basis.

Clinical Performance
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Detection of SARS‐CoV‐2 Genomic Variants with the INDICAID™ COVID‐19 Rapid Antigen Test

The World Health Organization (WHO) has identified genetic variants of concern of SARS‐CoV‐2 for which there is
evidence of increased transmissibility, more severe disease, significant reduction in neutralization by antibodies,
reduced effectiveness of treatments or vaccines, or diagnostic detection failures. It is important that current
SARS‐CoV‐2 diagnostic tests remain capable of detecting these emerging variants. This technical brief describes
our ongoing evaluation into the performance of INDICAID™ COVID‐19 Rapid Antigen Test with emerging
SARS‐CoV‐2 variants.

Summary of Recombinant Nucleoprotein Testing Results

Recombinant SARS‐CoV‐2 nucleocapsid proteins (from Acro Biosystems, Delaware, USA) with mutations
associated with individual SARS‐CoV‐2 variants of concern were diluted to an initial target concentration, and
then tested on the INDICAID COVID‐19 Rapid Antigen Test. Afterward, serial dilutions of each recombinant
protein were also tested on the INDICAID COVID‐19 test. Based on the results, the detection capability of the
INDICAID COVID‐19 Rapid Antigen Test is described below in Table 1.

Table 1. Recombinant proteins of SARS‐CoV‐2 Variants of Concern and INDICAID Test Performance

Summary of B.1.617.2 Variant Clinical Specimen Testing Results

In a separate study, 25 clinical remnant nasal specimens containing the B.1.617.2 (Delta) variant in viral transport
media (from Orange County Public Health Laboratory) were tested with the INDICAID COVID‐19 Rapid Antigen
Test. The presence of SARS‐CoV‐2 was determined by RT‐PCR with the Perkin Elmer nCoV Nucleic Acid Detection
Kit. Whole genome sequencing was then conducted on an Illumina MiSeq, using the ARTIC v.3 protocol and
Nextera DNA Flex Library Prep. The INDICAID Test detected 100% (25/25) of the B.1.617.2 specimens.
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Variants  SARS-CoV-2 PANGO Lineage
Recombinant N Protein 

Mutations
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Alpha B.1.1.7 D3L, R203K, G204R, S235F Not affected

Beta B.1.351 T205I Not affected

Gamma P.1 P80R Not affected

DELTA B.1.617.2 D63G, R203M, D377Y, R385K Not Affected

Delta Plus AY.1 and AY.2 D63G, R203M, G215C, D377Y Not affected
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