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Monitoring Impurities in Biologics
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The complexity of biotherapeutic products and their manufacturing processes can yield a variety of impurities, which
must be monitored and controlled to minimize safety concerns and ensure product quality. These impurities can be
broadly grouped into two categories: 1) product-related impurities, such as precursors, aggregates and degradation
products, and 2) process-related impurities, such as host cell DNA, host cell protein, and particulates. This
presentation will provide an overview of approaches for monitoring impurities, including a discussion of existing USP
standards and standards under development to support impurity testing.
By taking this course, you will learn

¢ Explain the difference between product- and process-specific impurities

e Describe USP Chapters to support impurities in biologics

e State new USP reference materials in development for biologics
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Analytical biologists, QA/QC analysts, R&D scientists, managers; Manufacturing scientists, managers; Regulatory
affairs specialists, Contract research organizations, Contract manufacturing organizations.
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Dr. McCarthy is a senior director of science and standards within USP’s Global Biologics department. She works with
stakeholders to identify areas where standards are needed and defined and develop new standards. Prior to joining
USP, Dr. McCarthy was senior scientific director at Caprion Biosciences, where she focused on the use of mass
spectrometry for characterization of biologics and host cell proteins. Her previous roles also included Director of
Scientific Affairs at Ezose Sciences, where she focused on identification and quantification of glycans by mass
spectrometry, and Global Manager of Biomarker Research Center at Bio-Rad Laboratories, where directed translational
and biomarker research contracts and collaborations with industry, key consortia, academic and government groups.
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This course will be only available to you for 14 days from the day of successful registration or until you mark it
‘Complete’ in your transcript— whichever occurs first.
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