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USP-NF General Chapter <129> Analytical Procedures for
Recombinant Therapeutic Monoclonal Antibodies

PRIERK Course Duration: 50434 50 minutes

WRENE Course Description:

UREEA AR T T30 7 BB v B LA 1) ot & R MR DAk D7 vk o 1 3 T 24 a8 U < 129> rh ik 1) 225 B8 i 1)
i AEEE R A . B KA SERE MR RN E G . USP Al il T ] - SCHp R 287V .
A, B RERE TR T I B s S UA U R I B UV A R N <129> s 2 IR Y
%, ARG E R FFRERERE WA (T USP AmifE & R DPAili il D] <129 s 2 A 7 v R g 1k
This 50-minute webinar will cover the procedures used to evaluate the quality attributes of monoclonal antibodies for therapeutic
use. The validated methods that are described in USP-NF General Chapter <129> include purity determination by size-exclusion
chromatography, capillary electrophoresis and analysis of oligosaccharides. A USP reference standard has been developed to
support these methods.
Upon completion of this course, you will be able to identify procedures used for evaluation of quality attributes of therapeutic

monoclonal antibodies, describe the validated methods in Chapter <129>, including purity determination, explain how the USP
Reference Standard is used to assess the system suitability of the chapter’s analytical procedures.
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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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Maura C. Kibbey, Ph.D., Sr Scientific Fellow, Science - Global Biologics, U.S. Pharmacopeia
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Dr. Maura Kibbey is Senior Scientific Fellow for Education and Training in USP’s Global Biologics Department. Dr. Kibbey
collaborates with scientific experts and trainers to bring more educational offerings to USP’s biologics stakeholders. Previously,
Maura directed a team of liaisons working with the five USP Expert Committees and multiple Expert Panels for biologics,
peptides, and antibiotics to develop standards that support biopharmaceutical quality assessment and development. Before
joining USP, Dr. Kibbey worked for several biotechnology and diagnostic companies in the Washington DC area as well as at the
National Institutes of Health. Her scientific expertise includes development and validation of many different assay types for

measurement of individual molecules, their activities, or binding interactions. She has published over 40 peer-reviewed articles
and has been an invited speaker or workshop organizer for numerous scientific conferences.
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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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