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State-of-the Art Characterization of Biopharmaceuticals Using
High Speed and High Resolution Mass Spectrometry

Head of R&D Division and Director of Center for Biomedical Mass Spectrometry,
Diatech Korea Co., Ltd., Seoul, Korea

Je-Hyun Baek

Mass Spectrometry has been increasingly recognizing as a critical tool for structural
characterization of biopharmaceuticals such as erythropoietin (EPO), antibody-drug
conjugates, and new protein drugs. Full characterization of biopharmaceuticals is essential
for the CMC (Chemistry, Manufacturing, and Controls) process in the biologics development.
In general, protein characterization is achieved by mass spectrometry and includes various
qualitative analyses: intact protein, amino acid sequence, enzymatic peptides, disulfide
linkages, carbohydrates, various post translational modifications, and so on. Several
applications based on high resolution mass spectrometry is increasingly in high demand
owing to their greater reliability, assessment, and safety (e.g. contamination of host-cell
proteins) for developing drugs in the CMC process. Here, | would like to introduce good
examples of protein characterization, and how it can be completed by high resolution mass
spectrometry in advance of clinical trials.
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