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*Modelling & Simulation

*Pharmacometrics
*Systems Pharmacology

* Model Based Drug Development

e Model Informed Drug Development

o3 *Model Informed Drug Discovery & Development
MID

Marshall SF (EFPIA workshop) et al., CPT Pharmacometrics Syst Pharmacol. 2017.
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2021 Best Pharmaceuticals for Children Act (BPCA)
Stakeholders Meeting (December 2-3, 2021)
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2021 Best Pharmaceuticals for Children Act (BPCA)
Stakeholders Meeting (December 2-3, 2021)

Gap/Solution
Systems Pharmacology
» Selected Gap:

« Quanhtative systems pharmacology [Q5P) s emerging as a core
translational science discipline with the potential fo address key
knowledge gaps in pediatric drug development. Widespread
adoption of QSP in pedialic drug development (PDD) is limited by a
shortage of appropriately frained QSP scientists.

* Proposed Solution:

+ NICHD should encourage and support pre- and post-doctoral fraining Sy Sl

programs in QSP. Given the infer-disciplinary nature of QSP science, it is
likely that resources and experfise from a variety of institutions bridging
academia, regulatory and industry domains will be needed to establish
and sustain these programs. Consequently, partnerships between & o it
academic instifutions, the pharmaceutical indusiry, non-profit —
organizations, and software developers are strongly encouraged.
The NICHD should also consider establishing a foundational training Deborah Stein (... Paula Marie Hale
program in Model Informed Drug Development (MIDD) that includes
Q5P and PDD aimed af providing basic knowledge for trainees who
rmay desire fo pursue more advanced fraining in MIDD and QSP.

Sara Quinney

(Infinity) ¥ Paula Marie Hale

Emily Peters INF... INFINITY - Ayes...
Peters WIHA % Emily Peters INFINITY % INFINITY

talk about an area like assistance pharmacology
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