Translational modeling of tumor growth
inhibition of an antibody-drug conjugate in

\ & 4 oncology
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Pharmacometric modeling plays a pivotal role in bridging preclinical findings with
clinical decision-making in drug development

An ADC is currently in early oncology development, targeting the apoptosis
pathway

Early studies :
PK in huFcRn (humanized FcRn) mice
Tumor Growth Inhibition (TGI) in xenografted mice

1 : Characterize PK in huFcRn mice
2 : Characterize PK/PD relationship in xenografted mice
3 : Extrapolate the dose-efficacy relationship in human

Support design of the First-In-Human study
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PK and PKPD models, incorporating a resistance mechanism for ADC, were successfully developed in mice

 PKand PKPD translation in human : early dose-efficacy relationship in human

* First step in a model informed drug development approach in order to support early development of ADC

 Some mechanistic components such as payload release and target-mediated drug disposition (TMDD) still needs to be assessed for definitive extrapolation to human
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