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How will the paediatric scenario change with the Collaborative Network for European Clinical Trials
for Children: the Enpr-EMA perspective
Mark Turner, EnprEMA Chair, Senior Lecturer at the Liverpool University, United Kingdom

The roadmap for a new Paediatric Research Infrastructure: gaps analysis and feasibility
Adriana Ceci, TEDDY Network Scientific Coordinator, Italy

The Paediatric Regulation: ten years after its implementation
Marek Migdal, Deputy Head of the Paediatric Intensive Care Unit in the Children’s Memorial Health
Institute, PDCO EMA member, Poland

Advanced therapies for genetic diseases: from paediatric clinical trials to approved drugs
Alessandro Aiuti, Head of Pediatric Immuno-Hematology Unit at Ospedale San Raffaele, Vice Director
SR TIGET, Italy

Children are not little adults: put the child in the heart of the EU clinical trial ethical and legal
framework

Annagrazia Altavilla, Lawyer specialised in Health Law and Biomedical Ethics (Espace Ethique
Méditerranéen - Aix-Marseille University), former PDCO EMA member, France

Cooperation between industry and academia in performing paediatric clinical trials
Pier Adelchi Ruffini, Chief Medical Officer at Dompé Farmaceutici SpA, Italy

Segreteria AICRO: Laura Fumagalli Cell. 393 3516898 Dalle 9.30 alle 12.30 /aura.fumagalli@aicro.it



13:00 BUFFET LUNCH

CHAIRMEN: Donato Bonifazi, Chief Executive Officer CVBF and Elisabetta Riva, Head of Clinical Research
Office at Ospedale San Raffaele

14:30 A global view of paediatric clinical trials from a CRO's perspective
Martine Dehlinger-Kremer, Vice President of the Global Medical and Regulatory Affairs at
SynteractHCR, President of the European CRO Federation (EUCROF), Germany
(Connection via video conferencing)

15:00 Qualification of Clinical Sites and Certification of Clinical Trial Center in the paediatric perspective
Paolo Rossi, Italian Network for Paediatric Clinical Trials, Italy

15:30 The Voice of patients in paediatric Innovation: the experience of the KIDS Barcelona
Joana Claverol Torres, Clinical Research Unit Manager at Hospital Sant Joan de Déu, Spain

16:00 Industry funding of clinical trials: benefit or bias?
Claudio Fracasso, Global Paediatric Medical Director, Paediatric Center of Excellence, Pfizer Italia, Italy

Segreteria AICRO: Laura Fumagalli Cell. 393 3516898 Dalle 9.30 alle 12.30 /laura.fumagalli@aicro.it
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