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Biotherapeutic products are typically characterized by multiple orthogonal methods to evaluate product quality and
purity, including assessment of aggregates, variants, and degradation products. For monoclonal antibodies and many
other biotherapeutics, analysis of post-translational modifications, such as glycosylation, are also important since
these modifications can impact the efficacy, stability, and safety of the final product. This presentation will provide an
overview of methods and standards used during characterization, with an emphasis on monoclonal antibodies. By

taking this course, you will learn identifying multiple methods for characterization of monoclonal antibodies and
recognizing the USP Biologics standards that support this testing.
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Analytical scientists, QA/QC analysts, R&D scientists and managers, Manufacturing scientists and managers,
Regulatory affairs specialists, Contract research organizations, Contract manufacturing organizations.
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Diane McCarthy, Ph.D., Senior Director, Science & Standards, Global Biologics, USP

McCarthy fli-+-J& USP & 24 2% 3 2 BRI T VR ShaEm g i ih 5 R 50 S E 138 1 A 1R E
WIS L ATidek 7 AR E, T E AT R RIbRUE . ZEIIN USP Z i, McCarthy 1#++4H4F Caprion Biosciences
ANF RSN, IR B SR R AL AE Y B S A AN A5 T I TAE. AN, iSRS HAE Ezose
Sciences AR RIEEHLSH AN, ST 2P IIE LS AE & T/E, PLX Bio-Rad A A AEWbs S 5T+
ODAEFREH, MTRSEMMEYRCTRAR, UASIT. he. HARMBURFRIRZ A 1E.

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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Access to this course expires 14 days from the date of registration or until you mark it ‘Complete’ in your transcript—
whichever occurs first.
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