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AGENDA
Monday, 30" May 2022 - GMP course 1

Location: Room S.M.101, City Campus, De Meerminne, University of Antwerp, Sint-Jacobstraat 2, Antwerp

10.30-11.00 Welcome & introduction
Nathalie Cools - University of Antwerp, Belgium

11.00-12.00 Advanced Therapy Medicinal Products' Translation in Europe: A Developer’s Perspective
Nathalie Cools - University of Antwerp, Belgium

12.00-13.00 Lunch

13.00-14.00 The ins and outs of a cleanrooms
lef Leroy - VILS, Belgium

14.00-15.00 Microbiology and monitoring in a cleanroom environment
Marc Mauro - Labconsult, France

15.00-16.00 IMPD and clinical trials
Koen Laenen - QbD Group, Belgium

Tuesday, 31t May 2022 - GMP course 2
Location: Darwin incubator, Science park UAntwerp, Galileilaan 15, Niel
Pick-up at 8h30 at Holiday Inn, Antwerp

09.00-10.00 GMP for ATMP
Bram Keymolen - Eyetec, Belgium

10.00-11.00 Good documentation practices: deviations and root cause analysis
Nathalie Cools - anicells, Belgium

11.00-12.00 Case study: Building GMP for CAR-T cells
Gert Viville - Johnson & Johnson and Legen Biotech, Belgium

12.00-13.00 Lunch

13.00-16.00 Workshop: entering the cleanroom area
Gowning procedure & Bioburdens
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Wednesday, 15 June 2022

Location: Room S.M.101, City Campus, De Meerminne, University of Antwerp, Sint-Jacobstraat 2, Antwerp

09.00-13.00 IP course
Maria Paola Pace Napoleone - De Simone & Partners, Italy and INN-ACTA

Outline of topics:

. How to protect Intellectual Property in R&D: tools at your disposal, with a specific
focus on patents

. Patenting in life science and chemistry

. Biotech inventions

13.00-14.00 Lunch

14.00-16.00 Course “Ethical and legal foundations of biomedical research”
Frederike Seitz - Ethics Committee University of Regensburg, Germany
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