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Lisbon, Portugal

Advancing global bioequivalence harmonization

Please join international regulatory authorities, industry scientists, and academic experts to
advance global harmonization in bioequivalence science.

FEATURED PROGRAM TOPICS

ICH M13A, B, and C

Solid oral immediate release products; industry and agency experience with M13A/B and
progress on M13C.

Model-Informed Drug Development (MIDD)

Modelling approaches for special populations, long-acting injectables, ophthalmologic
products, and others.

Bioequivalence of Topical Drug Products

Alternative PK-based methods, in vitro release testing (IVRT), and in vivo permeation
testing (IVPT).

Bioequivalence for OIDPs

Orally inhaled & nasal drug products; harmonization of EMA and FDA approaches,
including in vitro impactor data and waiver options.
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For more information: Dr. Sandra Haberle, EUFEPS ¢ secretariat@eufeps.org eufeps.org ¢ pqri.org







