Small molecules

* Liquids  Dry Powder

— Solvent composition — Blending

— Reactions — Dry Granulation

— HME — Dry milling
 Wet solids * Tablets

— Wet milling _ Bilayers

— HSWG — Coating

— Dissolution of particles

*Where do we see gaps in technology, sensors, understanding of CQA / process
relationships, sampling, correlation to reference methods?
*Are there units ops that are not adequately covers by PAT approaches?



What’s New?

* Sensors * Processing Equipment
— Microwave — Continuous manufacturing
— Ultrasound — Extruders
— Hyperspectral imagers
— Handheld analyzers
— Hyphenated technologies
* Method Development e Software
* Lower burden development * Data management
e Validation expectations  MVA

e Method Transfer
e Model maintenance




Gaps

Unit operations modeling
PAT as a solution not a product?

Regulatory framework
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