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Update your biosafety testing of biologics
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Abstract

Biosafety testing has historically centered around a collection of classical in-vitro
and in-vivo assays that address the risks of contamination present in raw
materials, and in the manufacturing process. Historically, the requirements for in-
vivo testing of cell banks and for long duration in vitro assays has impacted
release times for raw materials and products, and the regulatory background has
been rigid and prescriptive regarding the analytics to address the risks for
adventitious viruses and extraneous agents.
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