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Minutes of the annual Enpr-EMA Members face to face
meeting
26 June 2014, 16:00 — 18:00 UK time

Attendees:

Enpr-EMA chair: Mark Turner

Enpr-EMA co-chair: Irmgard Eichler (EMA)
Enpr-EMA secretariat: Benjamin Pelle, Isabel Perez
PDCO: Dirk Mentzer, Paolo Rossi

Enpr-EMA CG and Networks: Tim Lee, Andrea Biondi, Anne Junker, Leire Solis Garate, Gilles Vassal,
Nicholas, Croft, Adriana Ceci, Paolo Rossi, Hector Rojas, Jenny Preston, Ivan Foeldvari, Pamela Dicks,
Pirkko Leopola, Dirk Metnzer, Garreth Veal, Saskia de Wildt, David Coghill, Pascale Wenger, Sylvie di
Filippo, Kazuyuki Saito, Hidefumi Nakamura, David Dunger (by phone).

Apologies:

Nicola Rupperto, Evelyne Jacqz-Aigrain, David Dunger, Alan Boddy, Jose Drabwell, Christina Peters,
Klaus Hartmann

Summary of discussion

1 Welcome to a new European Paediatric Liver Transplantation Network (EPLTN) N/A
network: joined Enpr-EMA as a Category 3 member.
European Paediatric
Liver Transplantation

Network

2 Update on status of e Task force of AEPC: Presentation - Cardiology network
emerging networks: (Sylvie di Filippo). It was suggested that the task force of
Cardiology (Task AEPC should link/collaborate with the European Society
Force of AEPC) for Developmental Perinatal & Paediatric Pharmacology
Gastroenterology (Stephanie Laeer) and Neocirculation (Hector Rojas)
(PEDDCReN) e PEDDCReN: Symposium at the 2014 ESPGHAN meeting
Endocrinology/Diabe in Jerusalem. The network is fully established and
tes (EUCADET) operational and is requested to submit a self-assessment
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Item Summary of discussion Action

report so that it can become member of Enpr-EMA.
e EUCADET: Presentation - Diabetes and endocrinology

network (David Dunger). The network website should go

live later in the month.

3 Sustainable WG work: EMA
networks and WG 1 and 2 to be merged into a joint WG 1-2 on priority
standard of setting.
acceptability criteria WG 3-5: ongoing work to continue. Martine Dehlinger-
for networks: Kremer (EUCROF) to join the WG. Publication of Enpr-EMA
Overview of issues activities: first to publish in a peer review journal/
Implications and supplement before publishing on the Enpr-EMA webpage.
action points for WG 4: Adriana Ceci to join the WG.
Enpr-EMA WG 6: Draft document to be circulated to networks.

WG 7: members to work closely with FDA.
WG 8: please see under item 5.
WG 9 and 10 to be merged into a joint WG 9-10. Adriana

Ceci to join this WG. Networks
4 Increased Presentation - Why consider involving paediatric networks N/A
collaboration when preparing the PIP
between Industry Q31 in the paediatric Q&A section of the EMA webpage

and networks further makes Enpr-EMA more visible to industry and may contribute
to publication on the to better collaboration between Industry and Networks. To
Paediatric EMA Q&A? reflect on this again at the next members meeting.

Q31. Why should |

consider involving

paediatric networks
when preparing the
PIP?

Feedback from the
networks

Implications and
action points for

Enpr-EMA
5 Identifying Presentation - Identifying centres and networks with the WG 8
centres/networks capacity and expertise to conduct PASS in children (Dirk
with the capacity Mentzer)
and expertise to WG 8 should discuss necessary requirements to be able to
conduct PASS in conduct PASS studies in children in the Enpr-EMA networks;
children create a short survey addressed to the networks regarding
Overview of issues capacity to conduct PASS and ways to attract the targeted
Implications and patients.
action points for
Enpr-EMA
6 European Reference  Presentation - EU reference network - Directive 2011-24-EU Networks
Networks - Networks are invited to keep an eye out and apply for the

Implication for Enpr- call, when available, if they are interested.
EMA:
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Item Summary of discussion Action

Delegated Decision
ERN
Implementing
Decision ERN
7 A.O.B None.
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