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preclinical and clinical phase of development to assess immunogenicity risks. It is
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» Novel methods in immunogenicity testing and ATA characterization (i.e.,
neutralizing ability, domain mapping, ATA isotyping, and preexisting ATA)
for preclinical and clinical studies

» Study the underlying mechanism of antibody response and identify critical
contributing factors (i.e., protein aggregation, impurity, and posttranslational
modifications including glycosylation) related to biologics or patients

» Animal models, in silico and in vitro assay systems that predict the
immunogenicity of biologics

» Challenges presented by molecular engineered features of biologics that
affect or induce immunogenicity

» Enhanced understanding of the impact of the ATA on study outcomes (i.e.,
PKPD, efficacy, and safety)
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