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-In order to respond to current safety concerns and to guarantee the safety of biological
products (raw materials, process intermediates or finished products) or operators,
ViruSure has developed and validated a specific test for the detection and quantitation
of Severe acute respiratory syndrome coronavirus 2 (COVID-19) by RT-qPCR. This
assay targets a highly conserved region of the SARS-CoV-2 genome for efficient
detection of the viral sequence. The performance parameters and validity of the assay
have been established in accordance with ICH Q2R1 guidelines and the European
Pharmacopoeia (§2.6.21), and has a high specificity with an LOD of 0.08 logl0
copies/PCR.
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