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Programme subject to change

8:45 Openings

9:00 EDQM: Retrospective & Perspective
Dr Susanne Keitel, EDQM Director

9:30 Chinese Bundling Review Regulation
Colin Li, IPEC China Chair

10:30 Coffee Breaks

11:00 Continuous Manufacturing

e Traceability and batch records for continuous processes
Ms Katia Jambart, Head of Global Quality Management System, Roquette

o Critical material attribute of excipients for continuous drug product manufacture
Prof Chris Vervaet, head of the Laboratory of Pharmaceutical Technology (Faculty of
Pharmaceutical Sciences, Ghent University, Belgium)

12:00 IPEC Guidelines:

e 2017 GMP Revised Guide
Mr Kevin McGlue, Colorcon Director of Global Quality Assurance

e 2017 GDP Revised Guide
Dr. Eckart Kraemer, SE Tylose GmbH & Co. KG System and GMP Management &
Communication

e 2017 Quality Agreement Revised Guide
Astrid Stockrahm-Uhling, Quality Assurance

12:45 Lunch

14:00 The Challenges of Excipient Qualification

14:45 Modern methods for excipient characterization/distribution in solid dosage form
Dr. Stefan Wissel, HWI ANALYTIK GmbH Managing Director

15:30 Coffee break

16:00 Panel Session: Data Integrity
Ms Anne Catherine Bildstein, Novartis

17:30 Q&A

17:45 Closing

19:30 Cocktail reception

20:00 Gala Dinner




