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Evolving USP Biologics Standards

USP is currently focusing on a paradigm that emphasizes primarily on the development of
performance standards applicable to biopharmaceutical manufacturing, characterization, and
testing methods. This presentation will provide an overview of the USP biologics program
with some case studies on our collaborative and evolving approaches to standards
development. We will discuss novel approaches for standards development in the areas of
monoclonal antibodies and advanced cell and gene therapies. We will also share updates on

endotoxin testing methods and general chapters.



