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Quality control monitoring of therapeutic antibodies on the basis of artificial
proteins specific for the higher-order structure of antibody domains
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Analysis of the higher-order structure of therapeutic antibodies (mAbs) is

indispensable for ensuring their efficacy and safety because their therapeutic efficacies, e.g.,
specificity for antigens and effector functions, are governed by their higher-order structures of
mAbs. In this study, biosensing-based quality control monitoring of mAbs was developed by using
artificial protein that can recognize higher-order structural changes of mAbs. Specific artificial
proteins were generated by using phage display. The generated artificial protein distinguishes
between the denatured Fab and Fc regions, showing the domain-specific recognition of denatured mAbs.
This specificity could provide more detailed structural information regarding which part of mAbs is

structurally collapsed. This biosensing will be able to contribute to the manufacture of

high-quality therapeutic mAbs.
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