iISWAB™-Microbiome-EL (Extraction-Less)

Skip Viral RNA Extraction Prior to COVID-19 Molecular Testing

During the height of the COVID-19 pandemic, viral testing became the most effective tool to help bring
outbreaks and surges under control. However, this comprehensive testing effort resulted in huge supply
chain pressures, especially for lab consumables such as swabs and viral extraction reagents. Mawi DNA
Technologies developed a modified “Extraction-Less” version of the non-invasive iSWAB™ technology.

The iSWAB™-Microbiome-EL (iISWAB™-MB-EL ) is designed to eliminate the RNA extraction step in the COVID-19 molecular testing workflow,
allowing laboratories to perform direct RT-PCR and RT-LAMP on individual and pooled samples, eliminating or reducing the possibility of
human error during long extraction protocols and the cost of extraction reagents, while increasing testing throughput. Additionally, the
ambient temperature stabilization capacity of iSWAB™-MB-EL maintains the integrity of samples in cases of shipping delays/long shipping
times or lab backlogs. This reduces the chances of false negatives and the need for patient re-sampling.
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Bio-Rad’s Reliance SARS-CoV-2 RT-PCR Assay Kit Performance with iSWAB-Microbiome-EL
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Average Ct for 45 days at RT and equivalent 127 days at 37°C
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gene N1 (FAM channel), of SARS-CoV-2 gene N2 (HEX channel), and of human RNase P gene (Texas Red Chan-
nel), at Day 45 after sample collection. SARS-CoV-2 was consistently detected (Ct values <40 for SARS-CoV-2
specific genes N1 and N2) across 45 days at room temperature and at 37°C directly from iSWAB-Microbiome-EL
stabilization buffer, without the need of laborious RNA extraction and in the presence of background human
RNA. No PCRinhibition was observed for all conditions tested, as assessed by amplifying the human RNase P
gene, whose Ct value remained stable for 45 days.

CDC 2019-Novel Coronavirus (2019-nCoV) Real-Time RT-PCR Diagnostic Panel Assay using Applied
Biosystems™ TaqPath™ 1-Step Multiplex Master Mix Performance with iSWAB-Microbiome-EL
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designated For Research Use Only and not for use in diagnostic procedures and will be labeled accordingly.
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Description
iISWAB-Microbiome-EL Collection Device,
iISWAB-Microbiome-EL Collection Device Rack ,

Average Ct at day 44 RT and equivalent day 124 at 37°C as assessed by the
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Average Ct cycle at which SARS-CoV-2 genes N1 and N2 were detected along with the Rnase P gene at days 44 in
nasal samples collected either with the molded NextSwab swab or with a standard flocked swab and spiked with
110 cp/ul of heat-inactivated virus, at room temperature and at 37°C. The latter is equivalent to 124 days at ambient
(room) temperature. The left panel shows amplification plots of all three genes assessed by the panelincluding:
SARS-CoV-2 gene N1 (FAM channel), of SARS-CoV-2 gene N2 (FAM channel), and of human Rnase P gene (Fam
Channel) at Day 44 after sample collection. SARS-CoV-2 was consistently detected (Ct values <40 for SARS-CoV-2
specific genes N1 and N2) across 44 days at room temperature and at 37°C directly from iSWAB-Microbiome-EL
stabilization buffer, without the need of laborious RNA extraction and in the presence of background human RNA.
No PCR inhibition was observed for all conditions tested, as assessed by amplifying the human RNase P gene,
whose Ct value remained stable for 44 days.

Stabilizing Buffer Volume
800ul x 500 units
800ul x 50 Units
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