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BioCentury Article: Critical Path Institute Aimsto Bring Scaleto
Individualized M edicines

FDA'’s plausible mechanism framework aims to accelerate and expand drug development for patients with
rare genetically driven diseases, but ambition alone won't deliver. The intellectual and institutional
scaffolding needed to move from an artisanal to an industrial approach to individualized medicinesis

missing.
With its current |eadership, staffing and resources, FDA cannot create that scaffolding.

Read the Biocentury Article



https://media.c-path.org/wp-content/uploads/20260330200930/Critical-Path_Reprint_Mar2026.pdf

