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In a context of health crisis!, where the rapid detection of patients infected with SARS-CoV-2
is crucial, the company AAZ has developed a immunochromatographic test COVID-VIRO
allowing the qualitative detection of SARS-CoV-2 antigen. The principle is based on the use of
monoclonal antibodies allowing the detection of the nucleocapsid protein of SARS-CoV-2 from

a nasopharyngeal sample.
The performance was evaluated by sensitivity and specificity tests. These results were

compared with the results of RT-PCR, the reference method, but also with those obtained with

another immunochromatographic test from the company CORIS: COVID-19 Ag Respi-Strip.

Method :

The COVID-VIRO and COVID-19 Ag Respi-Strip tests were compared by evaluating the
sensitivity and specificity from identical frozen specimens present in different viral transport

media.

Sensitivity was assessed using 78 nasopharyngeal swabs obtained from patients infected with
SARS-CoV-2, confirmed by RT-PCR, with a Ct range of 13.1 to 38.2 (Roche PCR test 6800
and Abbott Alinitym). Specificity was tested using 33 PCR negative nasopharyngeal swabs.
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For this, 5S0uL of transport medium was mixed with 50pL of the COVID-VIRO or COVID-19
Ag Respi-Strip test buffer and then vortexed for 5 seconds. Then the entire volume (100 pL)

was load on the cassette. The result was read after 15 minutes of migration.

Results :

Table 1 : Performance of the COVID-VIRO and Covid-19 Ag Respi-Strip test compared to
thresholds of Ct. (%, %CI95).

Sensitivity (n=78 COVID positive patients) Spécificity (n=33
% Cl95% COVID negative
patients)
0, ()
Global (n=78)  Ct<25(n=29)  Ct<30 (n=46) Ct<33(n=71)  Ct<35 (n=74) 7o Cl35%
Coris 32% 90% 54% 35% 34% 100%
22,2-43,7% 71.5-97.3% 39.2-68.8% 24.5-47.5% 23.4-45.8% 87-100%
AAZ 77% 100% 93% 83% 81% 100%
65,8-85,4% 85.4-100% 81-98.3% 71.9-90.6% 70-88.9.6% 87-100%

Table 2 : Percentage of sensitivity of tests according to subgroups of Ct: high viral load (Ct
<20), average viral load (20 = Ct <30) and low viral load (30 = Ct). (%, %CI95).

High viral load Medium viral load Medium viral load Low viral load (30

(Ct<20), n=15 (20=Ct<25),n=14  (25=Ct<30), n=17 <ct), n=32
. 100% 71% . .
Coris 87-100% 42-90% 0% 0%
Az 100% 100% 82% 53%
87-100% 87-100% 55.8-95.3 35-70.5

The results obtained show that the overall sensitivity of the COVID-VIRO test is 2.5 fold higher
than that obtained with the Covid-19 Ag Respi-Strip test (Table 1). The samples with Ct lower
than 33 (cut-off established by the CASFM?), were detected with a sensitivity equal to 83% for
the AAZ test and 35% with the CORIS test. The COVID-VIRO test also has high sensitivity
percentages for average viral loads: 100% (20 = Ct <25) and 82% (25 = Ct <30). The major
point is the detection of low viral loads (30 = Ct) with 53% sensitivity (Table 2).

The specificity for both tests is 100%, no false positives were observed.
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Conclusion :

The COVID-VIRO test is a rapid diagnostic test for SARS-CoV-2 infection with 77%
sensitivity and 100% specificity on our sample set (n=78). Notably, a 93% (CI95 : 81-98.3%)
sensitivity was observed for samples with Cycle thresholds (Ct) values , which falls within
the WHO criteria’.

Of note, our evaluation only took into account the viral loads, estimated by Cts, and not the

date on symptoms onset.
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