EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Draft Agenda - Launch European network of paediatric
research at the EMA (Enpr-EMA) (first day)

Thursday, 10 March 2011: European Medicines Agency, 7 Westferry
Circus, Canary Wharf, London, UK. Meeting room 2D.

Chairpersons: Irmgard Eichler / later newly elected chair of Enpr-EMA
coordinating group

Time Item/ presentation title Presenter,
affiliation

12:00 - Arrival and registration / coffee

13:00

13:00 Welcome address Paolo Tomasi,

Head Paediatric
Medicines, EMA

13:05 A European Network of Paediatric Research: The Expectations Daniel Brasseur,
of Regulators Chair PDCO
13:10 Enpr-EMA: Background, operational structure, results of self- Emma Sala
assessments, presenting coordinating group Soriano, EMA
13:25 Candidates for chair of coordinating group presenting their

visions on the role of the chair
e Peter Helms - Scottish Medicines for Children Network
e Kalle Hoppu - FINPEDMED
e Nicola Ruperto - PRINTO

13:50 Election of chair
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Item/ presentation title Presenter,

affiliation

14:05

14:25

14:40

15:00

15:20

15:50

(max 5")

16:00

17:00

17:25

17:50

18:00

The role of networks in facilitating research into medicines for Paolo Rossi, PDCO
children and overview of PIPs discussed by PDCO

Presenting standard PIP allergy Irmgard Eichler,
EMA
Presenting standard PIP rhabdomyosarcoma Gilles Vassal, ITCC

COFFEE BREAK

European Network of Centres for Pharmacoepidemiology and Camilla Smeraldi,
Pharmacovigilance (EnCEPP) - interaction with Enpr-EMA: EMA

guiding principles, code of conduct, resources database and e-
register of studies

Working plan 2011: Irmgard Eichler,

EMA
Brief presentation on tasks proposed by working group 1

Break out in 2 groups for discussion of priority tasks
1) Chair: Irmgard Eichler (room 2D)

2) Chair: Paolo Rossi (tbc) (room 2F)

Feedback from the 2 discussion groups

Discussion

Conclusion

Close of meeting
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