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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 could 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 SEC column with 2 ym particle size and Diol bonded phase. High resolution
analysis of aggregates and fragments derived was performed with this new SEC column. Furthermore, smooth method transfer from conventional 5 pm SEC column to this new 2 pm
SEC column could also be achieved while reducing analysis time by using a shorter column. In this poster, we will introduce these advantages of this 2 pym Diol SEC column through
several examples of IgG aggregates and fragments analysis.
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B If pore size is the same, calibration curves were
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r Analysis of monoclonal antibody and its aggregates

Influence of flow rate on antibody analysis Improvement of resolution / analysis throughput by using Evaluation of column durability
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P=3.7 MPa B Stability of 2 pm YMC-Pack Diol column on monoclonal antibody

analysis was evaluated. Performance of the column was maintained
for 500 injections, and expected to last much longer.
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P B Operating pressure was low enough to run with conventional HPLC system. B Separation reproducibility of 2 pm YMC-Pack Diol column between
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r Analysis of monoclonal antibody fragments
Method of Papain digestion Overlaid chromatogram of the intact and the digested monoclonal antibody Conclusions

1) 50 mM KH,PO,-K,HPO, (pH 7.5) buffer was ., 1 — Intact monoclonal antibody The new 2 pm Diol SEC columns
prepared. @ mo/mh) N W exhibited improved resolution and
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3) A 3 mg/mL sample of monoclonal antibody

was made using solution 2 as the diluent. 100 ) EThe analysis of papain digested focused _ on aggregate and fragme_nt
4) The solution was stored for 17.5 hours at monoclonal antibody was performed with control in research as well as quallty
25°C. o the novel 2 pm YMC-Pack Diol-200 column. control of pharmaceutical products.
10 2 i 1 18 20 ma  Intact antibody and fragments were well
separated.
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