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Poster 13
A cIEF Technique for Monoclonal Antibody Quality 
and Stability Testing 
with Biologically Functional Significance: 
Fragmented Antibody-CE FAb-CESM
Maria Schwarz, Frank Moffatt
Solvias AG, Basel, Switzerland

 

Capillary isoelectric focusing of monoclonal antibodies typically shows 3-6 isoforms. However this masks the underlying charge heterogeneity within different regions of the MAb. Following a process change, during storage or in the case of biosimilars charge variations may be found in either the Fc or the Fab region with different implications for biological function. Cleavage of MAbs with papain into Fab and Fc fragments gives two families of peaks that are conveniently separable by cIEF with high resolution. In all cases studied additional charged variants are visible that cannot be observed using conventional cIEF. The results can be used to select potency assays of biological  relevance. Fab variation might affect antigen recognition that could be addressed by ELISA whereas for Fc variation the impact upon effector function would be studied using cell based bioassays. The term fragmented antibody CE is used to describe the work-flow. Data for several commercial and development biologics are shown. 
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