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Analysis of Charge Variants in Biologics
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This course explains why measurement of charge variants is important. It will also describe multiple techniques (i.e.,

ion exchange chromatography, clEF/iclEF) commonly used to measure changes in biologics during development,

production and stability testing and why they are often CQAs. Best practices for development of methods are included

as well as data generated with USP's new monoclonal antibody Reference Standards. The pros and cons of various

orthogonal approaches along with troubleshooting common issues will be discussed.

Upon completion of this course, you will be able to:

»  State the USP standards that support measurements of critical quality attributes in biologics and particularly
monoclonal antibody therapeutics.

*  Describe methods used to measure charge variants in biologics.

*  Explain how to interpret the resulting data from these methods.

*  Describe how the resulting data from these methods can be used to support the quality and stability assurance
of biologics.
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Shyamosree Bhattacharya, Ph.D., Former Associate Science and Standards Liaison, USP
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Shyamosree Bhattacharya was an Associate Science and Standards Liaison—Global Biologics for USP. As a liaison,
Dr. Bhattacharya was responsible for development and maintenance of documentary and reference standards for a
varied biologics portfolio that includes vaccines, mAbs, insulins and other complex products. Prior to USP, Dr.
Bhattacharya oversaw GMP stability studies for analytical characterization biologics, with expertise in peptide
mapping studies and charge variant analysis. Dr. Bhattacharya completed her Masters in Genetics from University of
Calcutta, and her PhD in Chemical Biology from University of Wisconsin-Madison.
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Niomi Peckham VT4 ML K FAE K, A 7T A0 AE ) 7 Al 2 7 o b 5 sgh HR T 3 A0
Alexon ZFAEIRMALE, HTTEWHIMAHR I IIERIT R Wik, A LA HE R . Niomi H AT

e 3 [ 2 S BRAEYH R SRR IR ER B o 1t 5 AL SN 2 A R U7 SR R 45T USP A=W it AH 5%
WERIIT R, Z 5850250 AUMATIE KNG T 745 2 AN SUSbR #E A1 70 A 7V BT R AN SE

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 a Science and Standards Liaison 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.
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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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