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Bottlenecks in the Industrial development of
cell and gene-based therapeutics

e Introduction

David Gancberg (European Commission, DG Martin Wisher (Bioreliance), Chair of the
Research, Health-Biotechnology). CliniGene Industry Committee

Session 1: R&D: how can the Industry cooperate with academic research & clinical

centres of excellence?

« Vincent Zuliani (Genosafe, France) » Marina Radrizzani (MolMed, Italy)

« Sophie Lebel-Binay (Bioalliance Pharma, France)  Teresa Alves (Genlbet, Portugal)

ROUND TABLE DISCUSSION, panelists: Martin Wisher, Vincent Zuliani, Martin Schleef (PlasmidFactory,
Germany), Manuel Carrondo (IBET, Portugal), Robert Shaw (Ark Therap., UK & Finland), Frank Barry
(Procure, Ireland), Brian Salmons & Walter Giinzburg (SG Austria, Austria & Singapore)

Session 2: Intellectual property issues in gene transfer research

« Harald Petry (AMT, Netherlands) « Alan Boyd (Alan Boyd Consultants, UK)
« Lionel Vial (Ores, France)

ROUND TABLE DISCUSSION
COFFEE BREAK

Session 3: GMP manufacture and development of common standards: usefulness of

a pan-European Infrastructure

« Odile Cohen-Haguenauer (ENSC & APHP, » Marco Dieci (MolMed, Italy)
CliniGene coordinator & meeting chair, France) « Boro Dropulic (Lentigen, USA)
» Marc Barthold (Miltenyi, Germany)

ROUND TABLE DISCUSSION, panelists: Harald Petry, Holger Ziehr, Christa Schroder.

Session 4: Regulation: fostering simplification and accuracy

» Maria-Cristina Galli (European Medicines Agency, CHMP-GTWP)  « Martin Wisher
» Gopalan Narayanan (European Medicines Agency,CAT) * « Didier Caizergues (Genethon)

ROUND TABLE DISCUSSION, panelists: Harald Petry, Seppo Yla-Herttuala, Gosta Gahrton

Session 5: Models for industry development: Financing the development of gene

and genetically modified (GM) cell therapies

« Pedro Cruz « Jeff Ostrove (Ceregene, USA)
« Brian Salmons / Walter Glinzburg « Patrick Erbacher (Polyplus-Transfection, Germany)

ROUND TABLE DISCUSSION GATHERING ALL PARTICIPANTS

MEETING WRAP-UP: Martin Wisher

* Confirmation pending



