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O INTRODUCTION O METHODOLOGY
Sterility testing is a critical quality control process for Small volume testing through direct inoculation is
cell and gene therapy products (CGTs), where rapid and performed with incubation at 25°C and 35°C for microbial
reliable detection of microbial contaminants is essential detection.

to meet regulatory standards and ensure patient safety.
Traditional methods take up to 14 days, delaying batch
release and increasing costs.
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its detection time, specificity and robustness in small-volume
and cell rich-matrices. :
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@ Strong performance data supports
achieving reliable time to negative
results within 3 days.
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