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Whether in regenerative medicine,
cell or gene therapy — driven by
remarkable research and clinical
success, innovative therapy and
product concepts for advanced
therapy medicinal products (ATMPs)

are increasingly in the focus of inte-
rest. Several products have mean-
while achieved marketing approval
and some ATMPs even reached
broad clinical application. In additi-
on, another multitude of product

approaches are in the early develop-
ment phase or in clinical trials. Con-
comitantly, a complex and dynamic
regulatory environment has emerged
in this modern biotechnological area.
To facilitate that ideas.and develop-
ment approaches can be translated
to safe and effective medicines for
patients, the intensive exchange of
expertise between involved stakehol-
ders in research, clinical, industrial as
well as regulatory affairs is required.

Program 28 November 2024 | 9 a.m. - 5 p.m.

9.00-9.15a.m.

Welcome address

Dr. Ralf Sanzenbacher, Paul-
Ehrlich-Institut, Langen, Germany

9.15-9.45a.m.

CAR effector cells: Pushing the
boundaries in cancer treatment
and beyond

Prof. Dr. Dr. Ulrike Kohl, Fraunhofer
Institute for Cell Therapy and Immu-
nology Leipzig & University Leipzig,
Institute for Clinical Immunology,
Germany

9.45-10.15 a.m.

TIL immunotherapy and key
targets: Where do we stand? (i)
Prof. Dr. Sergio A. Quezada, Achilles
Therapeutics UK Ltd and University
College London, United Kingdom

10.15-10.30 a.m.
Discussion

10.30 - 11.00 a.m.
Coffee break

11.00 - 11.30 a.m.

Recent Advances and
Challenges of NK cell therapy ()
Dr. Jan Spanholtz, Glycostem, Oss,
The Netherlands

11.30 a.m. - 12.00 a.m.

15 years EMA CAT: Experiences,
news and trends for ATMPs

Dr. llona Reischl, Austrian Medicines
and Medical Devices Agency (AGES
MEA), Chair EMA-CAT, Vienna, Austria

12.00- 12.15 p.m.
Discussion

*tbc: Speaker participation confirmed, lecture title details subject to change

This also includes aspects of manu-
facturing and testing as essential
part. Thus, discussing regulatory
requirements together with entrepre-
neurial aspects, medical needs and
possible technical solutions is an
important way of making information
and expectations transparent and
counteracting erroneous trends. This
symposium offers a forum for infor-
mation and intensive exchange of
current developments, experiences

12.15-1.30 p.m.
Lunch

1.30 - 2.00 p.m.

CAR-T manufacturing and QC:
Lessons learned and optimization
opportunities

Dr. Sergio Fracchia, Cell and Gene
Therapy Division, Novartis, Switzerland

2.00-2.30 p.m.

Emerging Infections -
Relevance for Substances of
Human Origin

Dr. Ruth Offergeld, Robert Koch-
Institute, Berlin, Germany

2.30 - 3.00 p.m.
Discussion

3.00 - 3.30 p.m.
Coffee break

and requirements including authority
representatives.

The symposium is organized in
collaboration with the Paul-Ehr-
lich-Institut (PEI), the German ZLG
(Central Authority of the States for
Health Protection Regarding Medici-
nal Products and Medical Devices),
the German Stem Cell Network
(GSCN), HealthCapital — the Health-
care Industries Cluster Berlin-
Brandenburg and Berlin Partner.

3.30 - 4.00 p.m.

ATMP and Companion
Diagnostics - Regulatory
background and first experiences
Dr. Silvia Vogl, Paul-Ehrlich-Institut,
Langen, Germany

4.00-4.30 p.m.

GMP for ATMPs —

Opportunities and Challenges
from a CDMO perspective

Dr. Helmut Lerch, Minaris Regenerative
Medicine GmbH, Ottobrunn, Germany

4.30 - 5.00 p.m.
Discussion

5.00 p.m.
Résumé and end of symposium



