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State of Paediatric
Medicines in the EU

10 years of the EU
Paediatric Regulation

= - Report from the Commission

to the European Parliament

and the Council




NHS

Clinical Trials: National Institute for

The Nation’s Perspective Health Research

Common misconceptions about clinical trials

2/3 58%

of adults think incorrectly think that
that you have to children are not
be invited to allowed to
participate in a participate in
clinical trial @ @ clinical trials

38% 4in 10

think all clinical do not realise that
trials involve most hospitals in this
testing a new drug country undertake
clinical trials

Based on an independent survey conducted by Atomik Research of 20017 UK adults, taken in April 201 8.
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Involving patients, carers and the
public, who have personal
experience of or an interest in A

health condition(s), in research or
research related activities

An acftive partnership
between patients and the
public and researchers,
doctors and other NHS staff




Patient involvement in medicines R&D
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. Synopsls Trial " - protocol amendments.
Setting 8 - design steering 8 - new safety information
-% Research 8 - target population committeae (] Data_ & SEfEW
E -% Priorities . . - pmfﬂm up B ] MDnItO_"ng Regulatow
% 8.. " gap Analysis [ | DE‘SIQI’] of - Implﬂwr;%amess [ ] (] . Committies Affairs
2 O 8 -coynorcon ¥ Protocol adherence g o Investigators g . penentisk _
-E 8 Scanning | g - relevent endpoints [ ] (] Meeting § - drop-out issues ] MAA evaluation
O g g -~ matching (] g -~ benefit-risk balance [ 8 @ - Trialdesign g - amendments " gﬁiﬁ;ma;fﬁ
=T . unmet needs [ = in-Sexclusion criteria ’ . § - recruitment . [ ] resyilts v
@ matched with . diagnosis procedures - challenges [ lea
= % ® research . 8 - Quality of life and patient ] [ opmortmties (] package leaflets
o § - defining [ | § reported outcomes L] [ can trigger armend- B ' updatedmtsjafety
I % g rPatient-relevant g g - Sthicalissues, ] 8 0 ments . g commun ion
-_E M added value . - data protection ] . . . [ ]
and cutcomes " . micbility issues/logistics ]
" . # - adhersnce measures L] LI n "

Dissemination,
Communication,
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Researc Research Design Research Conduct

Priorities and Planning and Operations
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B - language POS‘t—StUd'}-’ [ |
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L EU PAT' Geissler, Ryll, Leto, Uhlenhopp
European Patients' Academy EPALCZO/EUPATI {2015, unpublished)
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www.eupati.eu
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CHILDREN’S

RIGHTS







CVERPOGL Role of a YPAG

Learn about health and clinical research in monthly meetings

o 0 ‘..
S Support and work in partnership with researchers in the
* 0 0 delivery of health research

Provide input and collaborate with key organisations to
LA promote young people’s involvement in research (RCPCH,
EMA, HRA)




5

;

m







V-

Medicines for Children Research Network established
June 2005
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EU Paediatric Regulations
2006

Natlongl‘\ﬁ(oung Person‘sAdwson; Group
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National Institute for Health Research (NIHR) is created to

implement 'Best Research for Best Health' Strategy
2006

3a Best Research for Best Health: A
new national health research strategy
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National Young Person's Advisory Group
June 2009

Due to the success of the pilot in Liverpool, 5
other groups where formed across the UK,
iIncluding the ScotCRN YPAG.
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International Children's Advisory Group Established
June 2014

Iy, ICAN is a worldwide consortium of

Lt

| 1 YPAGs and KIDS chapters. Providing a
DCZAN voice for young people across the Globe

International Children’s Advisory Network

Cross Eulvpe v
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YPAGs continue to grow across Europe (Kids Barcelona)
Feb 2015

BARCELONA




Kids France
March 2015

Le réseau
d'Investigations Pédiatrique
des Produits de Santé




Generati
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April 2015 ebsite Launched

Generation

Bioethics | aunch Reportu <

Nuﬁield Council on
al research

clinic
June 2015
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Vision

To develop patient centric research
projects that are meaningful for
children and young people

Mission

To use transparent and ethical processes
for working with children and young
people (CYP) and families, thereby
ensuring that paediatric clinical trial
development can flourish in an informed
and inclusive environment.

WHO we are - e'gJDQGnet

Begonya Nafria  Joana Claverol JennifeWreston

é SJ D Sant Joan de Déu

Barcelona - Hospital Generation

Steering Committee

Pam Dicks Segollene Gaillard



Activities to date
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Lay writing: Strategies for improving
ssent forms for children and adolescent

in health research CO_
: authored
Improvw_lg journal
the quality articles &
of studies book
chapters

YPAG
Strategy & Established Co-presented
(f'SOPS'. | S e 0 o Xi Internegtional
inancial, Board 02 Lo\ el SAE £
membership & hold GA : !mw Nt £ Conferences
etc.) meetings
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PATIENT
CENTRICITY
ON TRIAL

Collaboration
on EU
projects with
other YPAGs

-
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100 :
.4 A 70 Y
~ A patient-centered @b

children®and families pla !
in €linical trial dev

h:
active role ¢

Increased Tt
opportunities Opportunities
for young

people
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Minimum Ciriteria for full
membership

e Coordinator knowledge - short CV

e Youth membership- demographic

e Number of meetings- frequency,
duration, dates

e Demonstrate involvement- previous

projects involved with

e Agree to deliver training specified-
statement

Benefits of becoming a member

Membership of a European network of
YPAG’s

Shared training resources and ideas
Presence on website

Support from other experienced
members

Access to members area on website

Involvement in projects underpinning
conect4children



evaG' 'et HOME ABOUT US Members Services Become a Member Projecls More

European Young Persons’ Advisory Group Network

L
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The European Young Person's Advocacy Group (eYPAGnet) is a virtual consortium of existing YPAG's in
Europe and was founded by the following groups:

GenerationR (England)
Kids Barcelona
Kids France
ScotCRN (Scotland)
The network was established to support the development of new YPAG's within Europe, and to provide

the necessary infrastructure to support meaningful and valued involvement of children and young people
(CYP) in clinical trial design and health research.

Thank you!

WWW.eypagnhet.eu
Info@eypagnet.eu
@eYPAGnet



http://www.eypagnet.eu
mailto:info@eypagnet.eu
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Jenny Preston BA (Hons)

Senior Patient and Public Involvement Manager
University of Liverpool
lennifer.preston@liverpool.ac.uk

http://lennyprestonblog.com

@GenrYPAGs @jen_prestonl @eYPAGnet
https://www.linkedin.com/in/jenny-preston

http://www.eypagnet.eu/
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