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About this event

The SME info day will provide an overview of EU initiatives supporting development
stage small and medium-sized enterprises in the human medicines field. This info
day will highlight future EU funding opportunities and platforms for early regulatory
dialogue with the European Medicines Agency and the EU network. Topics covered
will also include recent developments in scientific advice, the range of support that
companies can access to optimise their development plans, and feedback on
experience at stage of the marketing authorisation.

This event is organised in collaboration with the newly launched EU Innovation
Network, a platform created to support pharmaceutical innovation both at national
and EU level. The coffee break and lunch time event “"Meet the EU Innovation
Network Regulators” will provide opportunities for attendees to engage with its
representatives.

An update on Brexit related activities will also be provided at the end of the event.

The event is open to companies that have been assigned SME status by EMA and to
representatives of stakeholder organisations. It will be broadcast and recorded for
interested parties to follow the proceedings.

Arrival at the Agency and registration

On arriving for your meeting at 30 Churchill Place, please report to reception where
you will be issued with an access pass. This pass will allow you to enter our industry
lounge, which you are welcome to utilise during your visit. The industry lounge is
located through the sliding doors to the right of the reception desk past the security
turnstiles. Your EMA contact point will meet you there.

We strongly advise you to arrive up to 30 minutes before the start of the info day,
to allow you time for registration. Please note that the Agency requires all visitors to
provide a valid photo ID on arrival, such as passport, identity card or driving licence.
Participants without a valid photo ID may be turned away.

Media disclaimer

The Agency records or broadcasts a number of its meetings, including some virtual
meetings. This is part of the Agency’s commitment to the principle of transparency
as enshrined in the Treaty on European Union.

The Agency herewith informs attendees that this particular meeting will be
recorded and broadcast. For more information about processing of personal data
by EMA, please visit the EMA website or contact: dataprotection@ema.europa.eu

By attending this meeting you consent to any recording or broadcast.

Venue
European Medicines Agency Telephone +44 (0)20 3660 8681
/@ 30 Churchill Place, Canary Wharf Facsimile +44 (0)20 3660 5550
London E14 5EU, E-mail: Maria.Ditsou@ema.europa.eu

United Kingdom Website: www.ema.europa.eu




Chaired by:

Michael Berntgen, Head of Product Development Scientific Support Department (EMA)

& Constantinos Ziogas, Head of SME Office (EMA)
The event will take place in the meeting room 3A

Registration and coffee

Welcome and introduction

Guido Rasi, Executive Director (EMA)

Michael Berntgen, Head of Product Development Scientific Support Department (EMA)

Constantinos Ziogas, Head of SME Office (EMA)

1. SME programs supporting research and development

« An overview of EU/EC initiatives targeting SMEs / 20’
Laszlo Helmle, DG Research & Innovation (EC)

. An overview of EMA initiatives supporting SMEs / 15’
Leonor Enes, SME Office (EMA)

« Questions and discussion / 10’

2. Early interactions to support innovative medicines and technologies

. Early interactions on innovation at EMA (ITF) / 15’
Falk Ehmann, Science & Innovation Support (EMA)

« The new EU Innovation Network / 20’
Esa Heinonen, Chair of the EU Innovation Network (FIMEA)

o The PRIME scheme: experience 1 year on / 20’
Robert Hemmings, Chair of the SAWP (MHRA)

« Questions and discussion / 15’

Coffee break

Meet the EU Innovation Network Regulators / Info points in Room 3L

3. Maximising the outcome of scientific advice

. Scientific advice and its impact on marketing authorisation application reviews / 20’

Jan Regnstrom, Scientific Advice (EMA)

« Multi-stakeholder parallel regulators/HTAs advice / 20’
Jane Moseley, Scientific Advice (EMA)

« Questions and discussion / 25’

Additional panelist: Elisabeth Svanberg, Chief Development Officer, Ixaltis SA

Lunch break

Meet the EU Innovation Network Regulators / Info points in Room 3L

4. Perspectives on specific populations

/8:30

/9:00

/9:10

/9:55

/11:05

/11:30

/12:35

/14:00

« Supporting orphan medicines development and addressing significant benefit requirements through protocol

assistance / 25’
Matthias Hofer, Orphan Medicines (EMA)

« Support to paediatric medicines development / 25’
Rocio Fernandez Fresquet, Paediatric Medicines (EMA)

o Questions and discussion / 15’

5. Update on Brexit regulatory preparedness activities including Q&A

. Speakers: Anthony Humphreys and Monica Dias (EMA) / 20’

/15:05

. Panellists: Marie-Helene Pinheiro, Sandra Vanlievendael, Christelle Bouygues, Anabela Marcal and Andrei

Catalin Spinei (EMA) / 30’

Closing remarks
Constantinos Ziogas, Head of SME Office (EMA)

/15:55
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