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INTRODUCTION

Since the onset of the COVID-19 pandemic, more than 200 RT-gPCR tests
have received Emergency Use Authorization (EUA) by the U.S. Food and
Drug Administration for detection of SARS-CoV-2. The TagPath™ COVID-
19 Combo Kit targets three SARS-CoV-2 genes (ORFlab, N, S), and
uses bacteriophage MS2 as an exogenous processing control.
The BGI Real-Time Fluorescent RT-PCR Kit targets a single SARS-CoV-2
gene (ORFlab) and uses human Dbeta-actin as an endogenous
processing control. (Fig.1) In this study, we compared clinical performance

Of the 334 samples, 24 samples were excluded from the cohort due
to negative b-actin results with the BGI assay. The final cohort included 310
samples, with COVID specific Ct values ranging between 12-36 with an
average of 24.26. The distribution of Ct values of positive cohort iIs shown
In Figure 2.

The PPA between the two assays was 85.23%, with 13 of 88 TagPath
positive samples testing negative with the BGI assay. The NPA was 99.55%,

In of samples, Sanger sequencing results agreed
with the Taanth assay. In 2 out 14 discordant results, Sanger segquencing
agreed with BGI assay. (Table 2). After arbitration testing by Sanger
Sequencing, the PPA and NPA for TagPath assay was 100% and 99.11%
respectively and for the BGI assay was 87.21% and 99.55% respectively.
(Table 3)
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Total 38 999 310 6 samples in TagPath positive cohort showed amplification of 2 out the 3

targets (Orflab and N genes) and failed to show amplification of S-gene.
However, all 6 samples showed high Ct values (Ct>30) on the 2 other
targets. (Table 4) The high Ct values in these cases indicate low viral loads
as a plausible reason for lack of S-gene amplification rather than presence
of del69-70 mutation.
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Figure 2. Distribution of Ct values for positive cohort based on initial TagPath testing



