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Background

= The main challenge during oncology drug development in the paediatric

= The model is nicely structured in the Simulo interface.

population Is to improve the clinical development process making it faster to
-
have access to safer and more effective treatments.
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potential outcome of an ongoing study [2] with trametinib, a MEK Inhibitor & ‘
approved in adult population for the treatment of V600E or V600K BRAF Figure 3. Screenshot of Simulo’s pharmacokinetic model and parameter definition window.
mutation-positive melanoma. = PK paediatric profiles of each dose level can be compared with the adult one.
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= Simulations of the paediatric population were performed using the adult PK
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Figure 1. Schematic and typical values of the adult PK model [3]. found in 42% of virtual trials and more than 44% would have C,;, <<= 14.52 ng/mL.

= In total, 18000 different paediatric patients were simulated: 3 dose levels _—
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Figure 2. Simulation framework for the study power analysis. Simulo acts as a central component. _ _ _ _ _ _ _
= Application of modelling and simulation using the previous knowledge from adult
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