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Introduction

Antibody drugs are expected to enhance the effect of therapies without adverse side effects. During the manufacturing processes of immunoglobulin G (IgG), which is a main ingredient of antibody drugs, its
aggregates and fragments can be generated as impurities. Size exclusion chromatography (SEC) analysis is known as a common method for determination of IgG characteristics as well as quality control in the
production processes of IgG. YMC has developed a new UHPLC SEC column with 2 um particle size and with a Diol bonded phase. High resolution analysis of aggregates and fragments derived has been
performed with this new SEC column. Furthermore, smooth method transfer from conventional 5 um SEC column to this new SEC column can also be achieved while reducing analysis time by using a shorter
column. In this poster, we will introduce these advantages of the new 2 um Diol UHPLC SEC column through several examples of IgG aggregates and fragments analysis.

- Basic characteristics

Specifications of novel UHPLC Size Exclusion Diol Calibration curves and separation characteristics
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- Analysis of a monoclonal antibody and its aggregates
Influence of flow rate on antibody analysis Improvement of resolution / throughput by using the UHPLC SEC column Evaluation of column stability
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- Analysis of monoclonal antibody fragments
Method of Papain digestion Overlaid chromatogram of the intact and the digested monoclonal antibody
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* The assignment of fragment peaks was assumed based
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