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Special Report Bioanalysis 10(2):95-105 (2018)

Immunogenicity of therapeutic protein products:

Current considerations for anti-drug antibody assay in Japan
Akiko Ishii-Watabe, Hiroko Shibata, Kazuko Nishimura, Jun Hosogi,
Muneo Aoyama, Kazuhiro Nishimiya, Yoshiro Saito

1. Overview of the current situation on immunogenicity assessment of
therapeutic protein products in Japan

2. Current view and recommendations for immunogenicity assessment
2.1 Positive control
2.2 Validation
2.3 Cut point determination for ADA assay
2.4 Drug tolerance
2.5 Sampling in clinical trials
2.6 Immunogenicity assessment in non-clinical study

2.7 Biosimilars
3. Future perspectives in Japan 7
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Development and characterization of an anti-
rituximab monoclonal antibody panel.
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Tada M et al. mAbs. 2018; 10(3):370-379.
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On-off rate map indicating the binding kinetics parameters
of anti-rituximab mAbs analyzed by BLI assay.
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