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PersonalisedMedicine

* From early development to market
« Current Status and Potentials
* Pharmacogenomics

DGRA-Workshop for members
on April, 28th, 2015

at Wissenschaftszentrum Bonn,
Ahrstral3e 45, 53175 Bonn, Germany

10:00 a.m. - ca. 5:00 p.m.

Moderator: Dr. Ulrich Granzer and Prof. Dr. Karldgth

Speakers: Prof. Dr. Dr. Thomas Bieberijklinikum Bonn
Dr. Constantinos ZiogaEMA European Medicines Agency
Dr. Ulrich GranzerGranzer Consulting
Dr. Frauke Naumann-WinteBfArM Federal Institute for Drugs and Medical
Devices
Dr. Catharina ScholBfArM Federal Institute for Drugs and Medical Dessc
Dr. Harpreet Singhmmatics biotechnologies GmbH

Programme:

10.00 a.m. I. Definition: What is personalized medine?
= Causes of the diseases
= How to get to a new therapy

= Two ways of looking into it, industry and authority
Prof. Dr. Dr. Thomas Bieber, UniversitatsklinfkuBonn

10.45 a.m. Coffee break



11.15a.m. Il. Orphans and Ultra Orphans, why are ltey special and
how to register individualized medicinal products?
» Legal framework
» |[sthere a regulatory need for registration?
=  Which route can be followed?
= Examples
=  Options for development

= EUinthe lead?
Dr. Ulrich Granzer, Granzer Consulting

12.15 a.m. Ill. Registration of Ultra Orphans
= Challenges and Issues
= Data quality
» Disease areas
Dr. Frauke Naumann-Winter, BfArM and COMP

13.00 p.m. Lunch break

2.00 p.m. IV. Orphan drug development and Biotech how to survive it

= SME incentives and support to development
Dr. Constantinos Ziogas, Head of SME office EMA

2.45 p.m. V. Pharmacogenomics in personalised meifie — targeting

the right patient
Prof. Dr. Julia Stingl, Vicepresident BfArM

3.30 p.m. Coffee break

4.00 p.m.  VI. Current Status and Potentials of Permnalised Medicine
Dr. Harpreet Singh, immatics biotechnologies GmbH

4.45p.m.  VII. Concluding discussion of the panel
all speakers and participations

ca. 5.00 p.m. End
(Program subject to change without prior notice.)

Informations and Organisational References p.0.




Conference language:

Date: English

Tuesday, April 28th 2015

Start: 10.00 a.m. Room reservation:

End: around 5.00 p.m. A limited number of rooms are available for

participants at special rates in the hotels listed
below. When making reservations(up to 4 weeks

Venue: before the workshop) please refer to DGRA.
Wissenschaftszentrum Bonn, Ahrstral3e 45, « Hotel Konigshof, Bonn-Innenstadt
D-53175 Bonn, phone: 0228/302-0 Phone: 0049- 228/26010

L e Hotel Maritim, Bonn
Participation fees: ’
For D(E)RA members and M.D.R.A. students: Phone.: 0949 — 228/ 8108-0
£ 270 e Hotel Residence, Bonn-Innenstadt
Phone: 0049 - 228/2697703
e Villa Godesberg, Bad Godesberg
Phone: 0049 - 22830060
More available rooms for direct booking
www.bonnhotels.de (incl. public transport),
www.hrs.de

(The Casino is open for lunch (not included)

Cancellation terms:

Up to two weeks before the first day of the
conference (14-April-15): € 50;

up to one week before the first day of the
conference (21-April-15): 50% of fee;

late cancellations: full conference fee if a
substitute participant (DGRA member) cannot
be put forward.

In the event of cancellation by the organizer, any
fees already paid will be fully reimbursed

Registration:
DGRA members are requested to use the form at
www.dgra.de or contact us at info@dgra.de

DGRA-office

Adeanuerallee 15
D-53111 Bonn
Fax: 0228/368 26 47

E-mail:info@dgra.de



