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TEDDY - EUROPEAN NETWORK OF EXCELLENCE FOR
PAEDIATRIC CLINICAL RESEARCH

~
TEDDY - started under FP6 as a
MBIl A UL TEDDY is an independent
(TEDDY NoE) to promote VR research organisation,
research and development | 2017 connected with Patients,
of children-tailored medicines. . Universities, Companies,
Scientific Associations and
TEDDY became a Regulatory Agencies.

Non Governmental

Organisation (NGO)
including members from
several countries (both
from the EU and outside

EU).
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Institutional Partnerships

European Network of Pediatric
Research at the European
Medicines Agency (EMA) (Enpr-
EMA)

The operational objectives of Enpr-
EMA include fostering collaboration,
facilitating clinical trial recruitment,
building competencies, avoiding
unnecessary studies, stimulating

high-quality research, and enhancing
the European Research Area. TEDDY
expresses one of the 12 members of
the Coordinating Group of the Enpr-
EMA.

ACT EU

eneprpP

European Network of Centres for
Pharmacoepidemiology and
Pharmacovigilance (ENCePP)
ENCePP is an initiative that brings
together expertise and resources in
pharmacoepidemiology and
pharmacovigilance across Europe.
ENCePP is coordinated by the
European Medicines Agency. TEDDY
actively participates in ENCePP
activities, with the goal of advancing
focused pediatric research
initiatives.
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European Paediatric Translational Research
Infrastructure (EPTRI)

TEDDY has joined EPTRI, a European research
infrastructure focused on developing safe,
high-quality therapies for children. This
partnership strengthens TEDDY's
commitment to involving children and young
adults in research, promoting ethical and
innovative approaches. TEDDY offers services
such as engaging Young Patient Advisory
Groups (YPAGs), supporting paediatric
therapies and Advanced Therapy Medicinal
Products (ATMPs), providing regulatory and
ethical guidance, and optimizing paediatric
study designs.

COUNCIL OF EUROPE

Accelerating Clinical Trials in the European Union (ACT-EU)
TEDDY's involvement in Accelerating Clinical Trials in the EU (ACT
EU), an initiative launched in 2022 by the European Commission,
European Medicines Agency (EMA), and Heads of Medicines
Agencies HMA to improve clinical trials in Europe. TEDDY
contributes to three key Priority Actions: PA 1 (mapping trial
activities), PA 3 (stakeholder platform for exchanging views), and
PA 8 (accelerating guidance development) and expresses one of
the twenty permanent members of the ACT-EU Multistakeholder
Platform Advisory Board.

TEDDY

NETWORK

COUNCIL OF EUROPE (CoE)
The mission of promoting children's rights and active
participation in decision-making processes, reached a
milestone, when the TEDDY KIDS, TEDDY Network’s young
persons advisory groups (YPAGs), from Albania, France,
Greece, Italy, Latvia, and Malta collaborated with the Council
of Europe (CoE) to develop the "Guide to the participation of
children in decision-making processes regarding their health”,
released in 2023. A video was developed by TEDDY Network
and TEDDY KIDS, in coordination with the Council of Europe.
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https://vimeo.com/712037980?share=copy&turnstile=0.7bWw6pPzk2dXmTjcwlBA-q5qt7f6gDK89ay0evdVu9iysyzX9MYT-psI_mN6hzY1hQNp5iibwdZTRnckiOMW7lg92NKcvvntbhzWlE17yX6yMUFrLCSdthHjHi8j0HYrrGMtRVZcG6tdS6hSl6scs2MO71kteMrJXCHDA-muBcHVfEc4jsmJDpyuwpMpvXrvER3N0GF7Yzu8DL9ct1TmBWCI2-bpyB3xUfmsGoLlOO0bbUbK-Hv6YV6Jpq-cjXl69Xi4c1m1oOge7S_N_-yHoMzQ8QDcSl0N7J_C0uVLF6j8jb6Zg_Hyic8ZjslCOibp-8_etTY_auFFlj2fOQEAnkyj-U8hxotmFHG4faHFiTM2h8kvrk5rag3pT_ElgbF8vWo7Bf-r_S28PySSAGeo1Cfmc7w_9qaCbQWPfjd_HMjQHjcxJnqqVbJjrAPQg7HWJLQ70ZEKuqec-x_IbOQGvWfqCPs8-PHe_frs-E9nJRXhRfaX4JV6c4A-oS1iCpq6pVOSbBjLJHuVRjINOca1ujhK7UVVoiisLbXGZwgBO_ZZHvivxqY5nu9aYGTNyYTLxqp3DUP67GdaVNZ9pMBNweHsdVb-xekv7MO07-12oMe25Y-mAg2aAj1rsMoC7jO3gxA-XMwt9X27NDLhUDQkAjL8TvqsOp1YHZE7aPs3bE8YTieBDzoucRlYz2q-ofLFEdZm07NaNp__0NMkm5T9bec9z3NCKsG_qwampx44v3kwmG9D2Y4yjapQMhLCymUA7zIEf8ck7qzCIOUUO_ggoHvhtZ_cZiYhSv1iPR5Nr2fa0YmLmINXzvGhZvIo892SaOz8VotswUyc_9sYY9hxPAizUSBvxOOqULrjyqSy9dl23CG91_wnuP-SdDbOVcMB.no1vkf1Uv48n8bIwAAIY4w.4aca135e265d729ef470da99a304618ea1b46183f64344c973e99ca307f99774

TEDDY’S MISSION

To promote children well-being and ensure health protection and
children’s integrity in clinical research and medical treatments as a

fundamental children's right:

Promoting equal access of children to paediatric medicines and other
products.

Engaging children and young patients in decisions related to their health.
Enhancing awareness among key stakeholders on children's health.

Ensuring active commitment of different stakeholders through
collaborative networks and paediatric research projects.

Promoting paediatric research for the advancement of novel therapies
addressing unmet medical needs.




TEDDY Working Groups

TEDDY WG on European Paediatric Medicines Needs

TEDDY WG on Off label usese mitigation

TEDDY WG on Health Data & Real-World Evidence

TEDDY WG on Paediatric Therapy Develpoment

TEDDY WG on Paediatric Research Methodologies

TEDDY WG on Children Empowerment and Engagement
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TEDDY WORKING GROUP ON
CHILDREN EMPOWERMENT AND ENGAGMENT

CHAIR: Donato Bonifazi

The Working Group goal is to equip children and
young patients with the knowledge and skills
necessary to actively participate in decision-making
processes concerning their health.

This Working Group is specifically involved in supporting
educational initiatives focused on children and young patients to
give them deep knowledge and expertise on how to interact in
decision-making processes regarding their health (such as current
therapies or experimental procedures).
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TEDDY KIDS NETWORK

TEDDY KIDS Network includes Young Persons Advisory Groups (YPAGs) across Europe, focused on paediatric
health. It empowers children in clinical research, ensuring their voices are heard throughout the process. TEDDY
Kids have a voice in the TEDDY Board of Directors, with one Kid representative appointed by other Kids, as
outlined in the TEDDY Statute (Art. 13). Empowering children and young individuals by incorporating their
perspectives in health-related decision-making is a fundamental right (art.24 EU - 2000/C 364/01). TEDDY

actively promotes the creation of YPAGs across Europe. TEDDY has established several YPAGs since 2017.
These groups are also members of the iCAN.

The TEDDY KIDS Network
includes the following YPAG groups

OBJECTIVES

ANDO PORTUGAL

EYE YPAG LONDON

KIDS ALBANIA

KIDS BARI

KIDS KOSOVA

KIDS RARE HELLAS

KIDS UMBRIA

In0nnl

KIDS WARSAW

L

PART OF ’ Coordinator and promoter
of the Blotech Week In Italy

‘ RAIN IRELAND I opear% "" W FEDERCHIMICA
siotech Wee ﬁ'{%ﬁé’,‘., o 'ﬁSSOBIOTEC

iazione nazionale per lo sviluppo
Innovation is in our Genes WEEK delle biotecnologie


https://www.icanresearch.org/

Children's engagement in European projects

TEDDY Network is committed to advancing paediatric healthcare by
actively supporting children's participation in various collaborative
projects across Europe.
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ORPHADEV4KIDS (EU4H-2023-PJ, N°101161377) 2024/2027

This project aims to address the issue of orphan medical devices
intended for paediatric use.

European Rare
Researcl h Alliance

ERDERA (HORIZON-AG, N°101136365)2024/2030

The project aims to support patients affected by rare diseases by
improving prevention, diagnosis, and treatment within the
European rare disease healthcare framework.

-" invsnts

INVENTS (HORIZON-RIA, N°101136365) 2024/2029

This project aims to optimize clinical drug development for
small populations, including paediatric and rare diseases, by
leveraging innovative methodologies based

TEDDY

on in silico models and real-world data.
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Children's engagement in European projects

OrphaDev4Kids

The Patients Experts’ Committee (PEC)
supports the definition of the therapeutic
needs related to the project's case
studies. Also, ethical, legal and regulatory
advice will be delivered in document
preparation for clinical study submission.

Last event:

Kick-off Meeting of the Patient Expert
Committee of the European project
OrphaDev4Kids
University of Bologna, 15 March 2025

TEDDY

NETWORK

INVENTS

In the INVENTS project TEDDY is tasked
with delivering the necessary knowledge
and know-how to a young group of young
patients affected by Juvenile Idiopathic
Arthritis (JIA) or Multiple Sclerosis (MS)
through the setup and development of a
Patients Expert Group (PEG).

Last event:

Patient Expert Group
face-to-face training meeting for
paediatric patients
1-3 November 2024
Hotel Excelsior, Bari, Italy.

- i ————

Monthly educational sessions

This group participated in monthly
educational sessions (From January to
June 2025) focusing on methodological,
ethical, and regulatory aspects of rare
diseases, aiming to inform adolescents
with chronic conditions such as Juvenile
Idiopathic Arthritis (JIA) and Multiple
Sclerosis (MS).

Europea
Biotech Week

ERDERA

In the framework of the European Rare
Disease Research Alliance (ERDERA),
the Young Patient Training initiative is
conducted under Work Package 20,
Subtask 20.1.2. coordinated by TEDDY.
The focus is particularly on paediatric rare
diseases, ensuring young patients are
informed contributors to the research
processes that affect them.

Last event:
On May 2nd and 3rd, the ERDERA Young
Patients Training was held in Athens at
the Hotel Stratos Vassilikos, Olympia
Room.
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ICAN 2025 Summit

iCAN 2025 Summit, from the 14th to the 17th of July in
Montreal, Canada.

The TEDDY KIDS Network actively participated in the iCAN 2025
Summit, making significant contributions to discussions on the
future of clinical research. The TEDDY KIDS Network highlighted
the importance of youth involvement in research processes,
using design thinking to offer concrete solutions and share ideas
that can positively influence the future of pediatric health and
biotechnology.

17
e~
OCAN
Summit
July 14-17
Gabriela
ROLPESE! Daniele (KIDS BARI) and Gabriela (POLPEDNET)
were also an integral part of the Logistics Team,
Montreal, Canada helping to spread the word and build momentum
Daniele ahead of the event [LINK].
KIDS BARI
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https://www.teddynetwork.net/2025/07/11/ican-summit-2025-coming-to-montreal-opportunities-for-youth/

-
TEDDY's commitment t

children engagement
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During the FP6 funded project TEDDY — Task-force in Europe
for the Drug Development of the Young, a collection of short
videos was created explaining to children different health

related concepts and words, including why medicine for kids

are different and what fever or antibiotics actually are.




Age-Appropriate Informative Materials

Development of Age-Appropriate Informative Materials: Creation of
tailored materials to properly inform children and their families about
the key concepts of drugs and their use in clinical studies, ensuring
understanding and empowering participation (i.e. DEEP, GAPP,
MODERATO clinical trials).

Why wos the DEEP-L study needed?

DEEP-L

Mission completed!

Sy %
L ¢ b=/
( European
X
I:\:: ‘ QM!« Biotech Week

Innovation is in our Genes

Wos the DEEP-L study helpful?

Coordinator and promoter

¢ows .. T

GLOBAL b
BOTECH " AoSOBOTEC
WEEK delle biotecnologie



Age-Appropriate Informative Materials

The TEDDY Network has contributed with videos designed to inform children about clinical trials in a simple and

accessible way.

THE ADYENTURES OF
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Designed for children Designed for Adolescents
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My Clinical Trial Center Serious Game

“My Clinical Trial Center” aims
at explaining to children in a fun way
what clinical trials are, how they work
and why they are so important to
developing drugs suitable for children.

A digital game with an educational
purpose created by the young members
TEDDY Kids from the groups: Kids Bari

and Kids Albania.

My Clinical Trial Center videogame

MY CLINICAL }

' mis}mfmlﬂ ay
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https://apps.apple.com/it/app/my-clinical-trial-center/id1576341842
https://www.youtube.com/watch?v=d2o9U2H_hgM
https://play.google.com/store/apps/details?id=com.Hero.MyClinicalTrialCenter&hl=it&gl=US&pli=1
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