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PAH community

Gather data Time and setting to develop data standards
Natural history Framework for data standards (e.g. CDISC)
Validate inclusion Cash and in-kind contributions
criteria / endpoints

Identify patients Realistic studies with clear characteristics

Contributions to study design at an early stage

Discuss prioritisation /

Support multi-arm studies

Honest broker Mandate (scope of work)
Motivation: assurance that investment will yield useful results
Meetings (rooms and travel / subsistence)
Pre-competitive space (preferably formal public-private
partnership)

1 Pulmonary artery hypertension workshop 12JUN2017



&)
I ﬁ EUROPEAN MEDICINES AGENCY

The broader community

Promote recruitment and Staff with sufficient time for research
trial management in skilled  Cash and in-kind contributions
trial centres AND shared care Agreement about responsibilities

sites Fair distribution of recognition and resources
Speed up processes Stability

Motivation
Share resources between Critical mass across studies and specialties

studies and specialties

Support Children and Young  Opportunities to share expertise in a safe environment

involvement in study design  Meetings (rooms and travel / subsistence)

and implementation Pre-competitive space (preferably formal public-private
partnership)
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Implications

Value of pre-competitive space
Scope

e Data

e Trials

Children and Young People
European Reference Network

Resources

Management of pre-competitive space

Meetings

Staff time (cash and in-kind; may need novel or realigned resources)

Clinical Research Networks
Share resources with other studies and specialties (IACT, IMI2 project, ERNS)
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Suggestions

Public-private partnership

Issues related to all studies
e Modeled on INC

Work with other networks

Specific studies (design and implementation)
*iIACT for Children

EnprEMA

IMI2 project

*KidsCAN

eInternational Children’s Advisory Network (iCAN)
eEuropean Network of Young People’s Advisory Groups
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Suggestions

Public-private partnership

Issues related to all studies
e Modeled on INC

Work with other networks
Specific studies (design and implementation)
*iACT for Children

~EnpreMA Industry can
«IMI2 project | >
propose a study

KidsCAN
(Janssen, Pfizer, Bayer,
GSK, Lily)

eInternational Children’s Advisory Network (iCAN)
eEuropean Network of Young People’s Advisory Groups
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Thank you for your attention

Further information

European Network of Paediatric Research at the European Medicines Agency

(Enpr-EMA)

European Medicines Agency
30 Churchill Place = Canary Wharf « London E14 5EU = United Kingdom

Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555
Send a question via our website www.ema.europa.eu/contact

Follow us on % @EMA_News


http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_content_000303.jsp&mid=WC0b01ac05801df74a
http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_content_000303.jsp&mid=WC0b01ac05801df74a
http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_content_000303.jsp&mid=WC0b01ac05801df74a
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