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The SARS-CoV-2 virus has evolved into several variants of concern (VOC), which - MPOWERING VD P : :
pose a serious threat to public health. These variants, including B.1.1.7 (a.k.a. B. SARS-CoV-2 Variant Typer Assay Platforms with C?nflrmed Performance by EQA. Samples-
501YV1), B.1.351(a.k.a. 501YV2), and P.1(a.k.a. 501YV3), are particularly Data Combined from Se"eraB'lE?;\ AccrEdl;tf;SS :
dangerous due to their increased viral transmissibility, disease severity, and \. Channel 1: E484K Channel 4: N501Y U " SARS-CoV-2
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Major goals of the study were to show VOC sample usability in: Vaa Ve of Users
* Verifying the performance of VOC-specific SARS-CoV-2 NAAT. VP-S-19-03 29 66°C WT 30 62°C Mutant Abacus Diagnostica GenomEra SARS-CoV-2 13 11 25
* Confirming the performance of SARS-CoV-2 Nucleic Acid Amplification Tests ﬁ:fn?ty m-;er;g-g-%e;
. N m -CLOV-
(NAAT) when challenged with VOC samples. VP-5-19-04 30 59°C Mutant 30 62°C Mutant Abbott IDI NIOyW CoViD1s 1261 19 39
e Evaluating sample processing workflow, from swab elution in transport ) ) RealTime SARS-CoV-2
medium to final test results. VP-5-19-05 31 58°C Mutant 31 62°C Mutant Anatolia Bosphore 2019-nCoV 5 : y
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Table 3: Ct and Melting Curve Values for Microbix’s VOC Samples Astra Biotech SARS-CoV-2 Triplex / 1 8
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Microbix formulated novel swab-based positive VOC samples, which contain Torge .17 Resgen: s T Torge: .1.35 Rsgen: ypr Torge 1551 Rsgen: ypr T B T MR : : =
whole genome cDNA of SARS-CoV-2 B.1.1.7, B.1.351 or P.1 variant types. The i =711 S .‘ o= " 3 ' BioFire Diagnostics BioFire Respiratory Panel 2.1 17 14 31
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performance of the swab-based SARS-CoV-2 VOC samples (containing all the / 1 NN ; S zj’;L/RE(/eSS °
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nucleic acid) was evaluated in Original Equipment Manufacturer (OEM) and = e L DiaSorin Molecular Simplexa COVID-19 5 4 9
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PT-S-19-03 5.1.1.7 1 deletion 2 deletion 3 SNPs SNPs / 9 a g cobas SARS-CoV-2 & Influenza
— A/B
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Table 1: Mutation Map for Microbix’s VOC Samples VP-S-19-04 + n i B.1.351 Variant Total 1726 351 773
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Table 4: Detection of E484K and N501Y Mutations with a Lab Developed Test C. Statistical Data - EU EQA
: : 299 Laboratories 515 Number of Responses
Product Cat# Detection Rate (%) Detection Rate (%)
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A. SARS-CoV-2 Plus ELITe MGB Assay SARS-CoV-2 VOC samples formulated on desiccated swabs showed

EMPOWERING IVD

compatibility with OEM and lab developed test platforms utilizing gPCR and

1. Verifying the Performance of VOC-Specific SARS-COV-2 NAAT Channel 1 (Run 20210520102155) Channel 1 (Run 20210520131610) mTOCE™ VOC methods of detection. The successful detection of various gene
o o mutation targets demonstrates the achievement of constructing cross-platform
@ Seegene 100 800 / compatible SARS-CoV-2 VOC samples for use as prospective quality controls
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