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TRAINING WORKSHOP ON REGULATORY AFFAIRS
26" OCTOBER 2016

TWING | SESSION | SPEAKER

10:00-10:30

10:30-10:45

10:45-11:15

11:15-11:45

11:45-12:15

Registration, Welcome Coffee

Welcome and Introduction

Presentation of EuroNanoMed activities

Aim of the Training Workshop

Process and general requirements for the
approval of nanomedical products / The

new medical device directive

Regulation of Combination Products

(medical product & drug)

New Imaging Agents — State of the Art and

Regulatory Challenges

Amélie Vergne
Coordinator of EuroNanoMed?2

Olaf Rotthaus
Leader WP Regulatory Affairs,
Ethical and Safety Issues

René Thiirmer (pending)

BfARM (German Federal
Institute for Drugs and Medical
Devices)

Susanne Hebestreit
i.DRAS GmbH

Philippe Bourrinet

Guerbet (Responsible of
regulatory affairs)
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13:30 - 14:00

14:00 - 14:30

15:10-15:30

14:30 - 14:50

14:50 - 15:10

15:30-15:50

Regenerative Medicine & Stem Cell

Therapies

Advanced Therapy Medical Products (ATMP)

Suncana Kern
apceth GmbH

Translation of Nanomedicine to the clinic — Timm Jessen

Case studies

ENATRANS Project and Translation Advisory

Board

ETP Nanomedicine

European Nanomedicine Characterization

Laboratory (EU-NCL)

ECRIN — European Clinical Research

Infrastructures Network
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Topas Therapeutics GmbH

Nicolas Gouze
VDI/VDE IT GmbH

Klaus-Michael Weltring
Gesellschaft fur Bioanalytik e.V.
Munster

Simon Baconnier
CLINATEC, CEA, Grenoble
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| 15:50 - 16:20 Coffee Break ( + Poster session) _|

16:20-16:40 | GMP Pilot Lines / Project: NanoPilot Iraida Loinaz
Cidetec

16:40-17:00 GMP Pilot Lines / Project: Nanofacturing Justin Barry
Midatech

17:00- 17:30 | Ethical and Safety Issues in Nanomedicine Cecilie Anitha Mathiesen
The Research Council of Norway

17:30-19:00 |Lessons Learned - Common vision for the Ignacio Baanante
future of EuroNanoMed llI Instituto de Salud Carlos IlI

19:00 - 21:30 Poster session and Cocktail Dinner

Page 3



%% » -

® EuroNanoMed?

REVIEW SEMINAR FOR FUNDED PROJECTS
27" OCTOBER 2016

TIMING ITEM CONTRIBUTORS CHAIR ‘
9:00 - 9:10 Welcome and Introduction | EuroNanoMed I Amélie Vergne
Presentation of the results Coordinator of ENM2
of EuroNanoMed calls
Presentation of projects funded in JTC 2013
9:10-10:30 - Gado_Lymph Project Coordinators Raymond Schiffelers
- GlioEx University Medical
- INNaSERSS Center Utrecht
- NANOASIT Il
10:30- 10:50 Coffee break - Poster session*
10:50-12:10 | - NANOFOROSTEO Project Coordinators Raymond Schiffelers
- NICHE University Medical
- SonoTherag Center Utrecht
- VOLGACORE

12:10- 13:30

Lunch - Poster session*

Presentation of projects funded in JTC 2014

13:30-15:10 | - ADT-COPD Project Coordinators Jerzy Silberring
- Brainomics University of Krakow
- DiamESTar
- GEMNS
- naNOals

15:10-15:30 Coffee break - Poster session*

15:30-16:50 |- POsTURE Project Coordinators Philippe Bourrinet
- NanoDiaBac Guerbet
- PhotoBrain
- REGENERATE

16:50-17:00  Allocation of Best Poster Award

17:00 End of Review Seminar
17:30-18:15 | Closed session of EuroNanoMed2 funders and session chairs

*Poster session of Funded Projects in JTC-2013, 2014 and 2015
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