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MHLW/PMDA(3), JPMA(3), FDA(3), PhARMA(3)*,

EU(3), EFPIA(2), Health Canada(3)**,
Swissmedic(1)

Observer: WHO(1)

Interested Party: APl Industry(1), EDQM(1)

DRA of Brazil(1)

*: Rapporteur
**:Regulatory Chair
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— General Principles and Terminology
— Selection of Starting Materials
— Impurities and Control Strategy
— Process Validation/Evaluation
— Submission of Related Information in CTD Format

— Lifecycle Management
— Other
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— Themes Team
— Lifecycle Management

— Selection of Starting Materials (including telescoping)

— Impurities and Control

— General Principles and Terminology (formerly
Significant Structural Fragment)
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e Timeline&Milestones

— Step 2 Document to present to SC: December 2015
— Step 4: TBD (depends on the need for public comments)
— Face to Face Meeting: September 2015
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