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Development and Characterization of Monoclonal Antibody Therapeutics
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Many therapeutic monoclonal antibodies (mAbs) have been licensed or are in development to treat a wide variety of
diseases, including COVID-19. Innovator and biosimilar mAb proteins require multiple testing methods for complete
characterization. These tests can be challenging to develop and validate, requiring significant time and resources to
properly establish and maintain. Join USP and industry experts to learn about:

e Best practices to analyze and support regulatory dossiers for mAb therapeutic products

¢ Differences in approaches between biosimilar and innovator mAb development
e Using case studies, common challenges and mitigation approaches

Upon completion of this course, you will be able to:
¢ To understand how a biosimilar is defined by regulatory agencies and awareness of FDA and EMA
guidance and supporting USP chapters.
¢ To describe critical quality attributes of monoclonal antibody therapeutics and the analytical techniques
used to evaluate their quality and establish biosimilarity.
¢ To explain how biosimilarity may be established for biopharmaceuticals via evaluation of case studies.
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This course is designed for professionals who perform, supervise, manage, audit or oversee the development,
manufacturing, and quality assessments of monoclonal antibodies including: Analytical scientists, R&D personnel,
QC personnel, CRO personnel, CMO personnel, Manufacturing scientists and analysts, Regulatory personnel
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Niomi Peckham, Director of Pipeline Development, Global Biologics, USP
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Ms. Peckham holds a Master of Science in Molecular and Cellular Biology from the State University of New York at Stony
Brook. Ms. Peckham has worked for several biotechnology and diagnostic companies but has spent most of her career
at Pfizer and Alexion Pharmaceuticals, focusing on development, validation, transfer, and lifecycle management of
analytical methods for biopharmaceuticals. Ms. Peckham is now the Director of Pipeline Development in USP’s Global
Biologics Department. She works with scientific experts and stakeholders to develop standards for biologics and
participates the development and establishment of standards and analytical methods of monoclonal antibodies, cell and
gene therapy.

Gregory M. Beck, FALKA &)W ikl
Gregory M. Beck, Retired Research Advisor, Eli Lilly and Company
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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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