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\\‘.\ g EMA roundtable with stakeholders
Y on the 20™ anniversary of the SME

N Regulation — Agenda

17 October 2025, 09:30 - 14:30 (CEST)
Room 2C, EMA, Amsterdam

The European Medicines Agency (EMA) will be hosting a roundtable meeting with stakeholders to mark
the 20% anniversary of EMA’s SME regulation!. The event will feature contributions from representatives
of the European Commission and the European Medicines Regulatory Network, who will join EMA in
highlighting the Regulation’s achievements and discussing future opportunities for EU support for small
and medium-sized enterprises (SMEs). Participants from public and private investors, life science
incubators, patients’ organisations and industry organisations will have the opportunity to exchange
views on current challenges and future opportunities to foster innovation and support SMEs in the
pharmaceutical and MedTech sectors.

The SME regulation was adopted in December 2005 to promote innovation and support the development
of new medicines by SMEs. Its primary objective is to provide financial and administrative assistance
through EMA’s dedicated SME Office.

1 Commission Regulation (EC) No 2049/2005



EMA roundtable with stakeholders on the 20th
anniversary of the SME Regulation

Chairs: Emmanuel Cormier and Constantinos Ziogas (EMA)

09:30

Welcome, introductory remarks and roundtable objectives

09:40

Emer Cooke, Emmanuel Cormier and Constantinos Ziogas (EMA)

Session 1: EU support to SMEs and innovation

10’

10:55

Moderator: Leonor Enes (EMA)

Policy perspectives
Eszter Batta (EC, DG GROW)
Olga Solomon (EC, DG SANTE)

European funding perspectives
Dana Burduja (EIB)
Orsolya Symmons (EISMEA)

Private funding perspectives
Sander Slootweg (Invest Europe)

Life science incubator perspectives
Christel Bergstréom (Uppsala University)

Patients’ organisation perspectives
Virginie Hivert (Eurordis - Rare Disease Europe)

Questions and Answers

Coffee break

25’

15’

10’

10’

5!

10’
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11:05 Session 2: EU regulatory support to SMEs

Moderator: Helene Casaert (EMA)

Achievements of EMA’s SME Regulation 15’
Leonor Enes (EMA)

SME and innovation support in the European Medicines Regulatory Network 15’
Laurence O'Dwyer (EU-Innovation Network)

EMA SME survey 10’
Thomas Ballotti (EMA)

SME perspectives 10’
Marte Cameron (Akigai)
Vissarion Gakopoulos (Vethellas SA)

Questions and Answers 10’
12:05 Lunch
12:55 Session 3: Looking into the future

Tour de table of stakeholders’ organisations followed by discussions moderated by
Emmanuel Cormier and Constantinos Ziogas (EMA) 90’
Veterinary medicines industry organisations

Elsa Vecino (Access VetMed)

on behalf of Access VetMed, AnimalHealthEurope, AVC

Human medicines industry organisations
Alexander Natz (EUCOPE)

on behalf of AESGP, ARM, EFPIA, EUCOPE, Europabio, EuroPharm SMC, Medicines for
Europe, MedTech & Pharma Platform, Vaccines Europe

14:25 Closing remarks

Emmanuel Cormier and Constantinos Ziogas (EMA) 5’
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