Welcome

Dear Colleagues, Dear Partners
in Research and Industry,

It is a great pleasure for us and for REGENERATE -
European Network for Regenerative Medicine EEIG to invite
you in the name of three European Universities Krems,
Amsterdam and Leipzig to our first Industrial Workshop

,»current problems on Regulatory Approval
of ATMP in Europe*

to be held, June 25, 2010 in Berlin. The increasing amount of
clinical trials in Regenerative Medicine in the European
Harmonization of Regulatory aspects is resulting in a
Europeanwide debate involving scientists, clinicians and
industry. In our one day workshop we want to focus on the
necessary regulatory approval of ATMP in Europe elucidating
the legislative background and translational problems for the
clinical use in the discussion with different regulatory bodies
in Europe.

REGENERATE partners from different memberstates and
their regulatory authorities will discuss practical problems in
translation of regenerative medicine approaches under the
new regulations. The Network hopes that this exchange will
facilitate the development in this innovative field for the
benefit of European patients.

We kindly want all of you to participate in this discussion, in
the constructive and open atmosphere of the centrally
located Langenbeck-Virchow house in beautiful Berlin on
June 25th , 2010.

Sincerely

Hans Jérg Meisel Kai Pinkernell

on behalf of the Universities Krems, Amsterdam and Leipzig
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Speaker Panel

10:00 — 10:15 Welcome Address
HJ Meisel K. Pinkernell

10:15 — 10:30 + discussion

Route to EU market access for Advanced
therapies medicinal products: legal and
regulatory requirements

P. Celis

10:40 — 11:55 + discussion

Cells as medicinal products -scientific
requirements of the development

P. Salmikangas

12:05 — 12:20 + discussion

Current problems on ethical and regulating issues
with cell and tissue banking

F. Emmrich

12:30 — 12:45 + discussion

EU-Regulation 2007/1394/EC — benefit or obstacle
for the marketing approval of Advanced Therapy
Medicinal Products

C. Herbst S. Mach

13:00 — 14:00 Lunch

14:00 — 14:15 + discussion

Product innovation and development under
changing regulations

K. Pinkernell

14:25 — 14:40 + discussion

Practical consequences of the 15th Novel of the
German Pharmaceuticals Act ("AMG") for Novel
Advanced Therapies Medicinal Products (ATMPs)
H. Joseph

14:50 — 15:05 + discussion

Interface of Tissue Directive and ATMP Regulation
— interpretation and implementation

H. Kurz

15:15 — 15:30 + discussion

The Implementation of the European Regulation on
ATMPs into German law

J. Reinhardt

15:40 — 15:55 + discussion

Assessment of cell therapy studies in the
Netherlands

G. Koeter P. Vossebeld

16:10 — 16:25 + discussion

Preparing a protocol of a ATMP POC study: an
example from manipulated immune cells

U. Mansmann

16:35 — 16:50 + discussion

Clinical Trial Support — the Network of Coordinating
Centers for Clinical Trials

1. Bruns S. Sell

17:05-17:20
Summary and conclusion
HJ Meisel K. Pinkernell
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