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OBJECTIVES 

The objective of the evaluation is to test the analytical sensitivity of the test 

mentioned above, for the detection of SARS-CoV-2 by comparison with the reference 

technique used at the CNR of the Pasteur Institute, from: 

 

－ RNA extracted from mixtures of respiratory samples positive for SARS-CoV-2 

and covering a wide range of Ct up to the detection limit (pools 1, 3, 4, 5, 6, 7, 

8 and 9). 

－ An RNA extracted from mixtures of negative respiratory samples for SARS-

CoV- 2 (pool Neg). 

－ RNA extracted from respiratory samples positive for influenza virus type A (Flu 

A) and type B (Flu B). 

 

The specificity of the kit and in particular the cross-reactions with other strains of 

coronavirus are not evaluated by this test. 

 

MATERIALS AND METHODS 

 

Panel of tested samples 
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• Nine mixtures of patient nasopharyngeal respiratory samples with similar Ct 

values, one of which is negative sera. The most concentrated mixtures (pools 1, 

3 and 4) are tested only once. The least concentrated mixtures (pools 5, 6, 7, 8 

and 9) and the negative are tested in triplicates. 

• RNA extracted from a supernatant of viral culture diluted to 10ooe serving as 

positive control. 

• Two nasopharyngeal respiratory samples from patients positive for influenza A 

and influenza B respectively. These samples are only tested once. 

 

CNR reference technique 

Extraction with the NucleoSpin Dx Virus Extraction kit (Ref. Macherey Nagel 

740895.50). 

Superscript ™ Ill Platinum® One-Step Quantitative RT-PCR System (Ref. Lnvitrogen 

1732-020).  

Two targets: IP2 and IP4 

Test sample: 5 µL 

 

Technique evaluated according to the supplier's instructions 

12.5 μL test sample. 

Amplification on ABI 7500 

 

RESULTS 

 

 
 

 

The CNR reference technique detects the viral RNA of SARS-CoV-2 

－ Up to pool 9 with IP2 and IP4 targets 



The ANDiS SARS-CoV-2 and Influenza A&B RT-qPCR Detection Kit detects the viral 

RNA from SARS-CoV-2 to pool 9, the most diluted of the panel. 

The ANDiS SARS-CoV-2 and Influenza A&B RT-qPCR Detection Kit presents: 

－ a sensitivity identical to that of the CNR reference technique on the two 

targets 

－ absence of internal control detection for pool 1. 

This is likely related to interference due to the high concentration of target RNA. 

The detection of the internal control is essential to make a negative result but 

it is not useful to make a positive result all the same. 

 

CONCLUSIONS 

 

The National Reference Center for Respiratory Infections Viruses (including 

influenza) considers ANDiS SARS-CoV-2 and Influenza A&B RT-qPCR Detection Kit to 

have an acceptable sensitivity for detection of SARS-CoV-2. 

 

The specificity of the kit has not been evaluated. 


