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Introduction Results

For decades, traditional biosafety testing packages for biologics have consisted of a complex collection of aging, Comprehensive screening for replication-competent viruses is crucial. Transcriptome-based NGS offers a broad, agnostic
low resolution assays with poor specificity and extended timelines. These assays have struggled to keep pace method that detects both known and novel viral variants that traditional assays may miss.

with the complexity and speed of development (and subsequently, the race to market) of today's biologics. Recent
revisions to the guidance documents by global regulatory authorities have made great strides in encouraging the
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replacement of many of these legacy assays with next-generation sequencing (NGS)-based strategies. For Viral transcripts spiked into CHO-K1 cell lysate

example, ICH Q5A (R2) clearly endorses the use of NGS to replace both animal and quasi-animal-based tests in o Sensitivity (copies/cell

support of a faster, safer and more ethical testing package. This endorsement has two distinct advantages: 01 01 0.01
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sequences into cell into all samples to — m PathoQuest's GMP-compliant NGS solutions are designed to meet and exceed regulatory expectations and
lysate to mimic true aserss assay 1 == — = accelerate adventitious agent detection as part of your biosafety testing strategy to help ensure safe manufacturing.
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