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Agenda

EU workshop on ICH Q3D from a quality perspective
5" April 2016, European Medicines Agency, London, Room 3A

Co-Chairs: Sven-Erik Hillver and Michael James

Timing Subject Speaker

09:00 — 09:10 Opening Anabela Marcal
(EMA)

09:10 — 09:40 Introduction John Kauffman
(FDA)

Safety block:

09:40 — 10:20 Development of safe levels of elemental impurities Dominique Masset
(ANSM)

10:20 — 10:40 Coffee break
10:40 — 11:20 Administration by other routes and other safety aspects Anja Slikkerveer

(Astellas Pharma
Europe B.V.)
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Timing Subject Speaker

11:20 — 11:40 Discussion and Questions

Quality block:

11:40 — 12:30 Risk Assessment Sven-Erik Hillver
(MPA)

12:30 — 12:40 Discussion and Questions

12:40 — 13:40 Lunch break

13:40 — 14:10 Controls of Elemental Impurities Michael James
(GSK)

14:10 — 14:30 Calculation Options John Kauffman
(FDA)

14:30 — 14:50 Discussion and Questions

14:50 — 15:20 Coffee break

15:20 — 17:00 Case Studies Andrew Teasdale

(AstraZeneca) and
Laura Rutter (GSK)

EU workshop on ICH Q3D from a quality perspective
6™ April 2016, European Medicines Agency, London, Room 3A

Co-Chairs: Sven-Erik Hillver and Michael James

Timing Subject Speaker

Requlatory and Pharmacopoeia Block:

09:00 — 09:40 EU Regulatory Perspective and Expectations Sven-Erik Hillver
(MPA)

09:40 — 10:10 CEPs and Q3D Héléne Bruguera
(EDQM)
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Timing Subject Speaker

10:10 — 10:30 Discussion and Questions
10:30 — 11:00 Coffee break

11:00 — 11:40 Ph.Eur. and Q3D Bruno Spieldenner
(EDQM)

11:40 — 12:00 Discussion and Questions
12:00 — 13:00 Lunch break
13:00 — 15:30 Group Exercise on Implementation Challenges

15:30 — 16:00 Closing remarks
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