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TEDDY

Task-force in Europe for Drug
Development for the Young

European multispecialty Network
aiming at promoting paediatric
drug development through good
clinical research
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TASK-FORCE TN EUROPE FOR DRUG DEVELOPMENT-FOR THE YOUNG

TEDDY e GRIP oggi

GRIiP
Global Research in Paediatrics

E’ un progetto mondiale
finanziato nell'ambito del 7°
Programma Quadro (2011- 2015)

AIM: to implement an infrastructure matrix to
stimulate and facilitate the development and
safe use of medicine in children. This
implementation entails the development of a
comprehensive training programme and
integrated use of existing research capacity,
whilst reducing the fragmentation and
duplication of activities.
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Global Research in Paediatrics
Network of excellence s
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Teddy Network of Excellence
Funded under the Community’s Sixth Framework Programme
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TEDDY was established as a Network of Excellence funded
under the 6 Framework Program (2005-2010),

encompassing 19 Research Centers and 10 European
Countries and Israel. The project involved with more than

200 researchers and experts

efficacious drugs
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Aimed at increasing availability of paediatric safe and
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2003 FP6 LSH-2003-1.2.1.1
...how TEDDY was born... o ,
Medicines for children

aimed at structuring efforts on:

= Clinical and biological research

< Hoping and reality

< Ethics and methodology
= Drug use in children
= Dissemination of knowledge

...how TEDDY has grown...

TEDDY has grown in the context of the Paediatric Regulation
entered into force since 2007

to share and support EU Authorities for:
= Therapeutic Needs and Research Priorities

= Methodology for Paediatric Trials
= Ethics

= Paediatric drug authorisation
= Database of paediatric drugs, prescriptions and AEs
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Society

e -

Body

TEDDY is not a Consultative

TEDDY is not a Scientific

Eﬂ TEDDY is not a Clinical

Trials Center

g

TEDDY IS A NEW RESEARCH
INSTRUMENT

to straightening paediatric research and

supporting both TEDDY Research
groups and the existing external

Networks, Societies and Experts to
perform common and innovative

initiatives
including those that would be more
difficult to execute in lack of a
supportive action.

Networking is the core of the

mission of TEDDY
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Contact and interconnect ‘noncompeting’ people
having similar interest or concerns

mm) Search for sector of interest and knowledge

 Create consensus on content and instruments to
be used for common research

‘ Surveys, focus groups, questionnaires

 To circulate knowledge and skills along the
‘points’ and the ‘nodes’ of the Network

—> Personnel exchange, e-learning courses

« Favour relationship among interested parties

‘ Open conferences, working groups
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Internal (145 TEDDY Experts)
and external (970 global
Contacts) expertise

W Researchers

- W Public Health Institutions

TEDDY collaboration with Paediatric Scientific e comee
Grou PS i B Other health professionals

M Parents and Patients Associations

SIOP Europe, EU Paediatric Cardiology
Association (AEPC), EU Society for
Paediatric Endocrinology (ESPE), EU
Society for Paediatric Infectious Diseases
(ESPID), EU Respiratory Society (ERS),
Socirta Italiana per le Malattie Respiratorie
Infantili (SIMRI), EU Society for Paediatric
Gastroenterology, Hepatology and
Nutrition (ESPGHAN), Societa Italiana di
Pediatria (SIP) ,Societé Francaise de
Pediatrie, Paediatric Spanish Society,
EUCROF-Paediatric Initiative

European Countries: 25
Non EU Countries: 8

e
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Defining off-label and unlicensed use of medicines
for children: results of a Delphi survey

Table 1: Composition of the Expert Panel

The aim of this Delphi survey is to develop common I;;"(tf)d pazzu(p,f)nts
definitions for unlicensed and off-label drug use
in children to be used for research and regulatory Health
purposes. After a literature review on the current Professionals 14.29 (12) 20.59 (7)
status of unlicensed/off-label definitions, a two- Industry 8.33 (7) 8.82 (3)
stage, web-based Delphi survey was conducted Regulatory 20.24 (17) 14.71 (5)
among experts in Europe. Results were then Scientists 52.38 (44) 55.88 (19)
consulted with the European Medicines Agency Other 4 0
(EMA) Total 84 34

The lowest level of consensus reached was for

guestions related to a different formulation or if
a drug was given although contraindicated. At the
final step, 85% of the responding experts agreed
on the proposed definition for off-label (use of a
drug already covered by a Marketing

Survay on the off labet and use of for in Europa

Tne TEDDY m]eu is 3 Network of E)mllenoe funded under he &th EU Framework
= wch and The overal aim of TEDDY Is
Dromwnnlw Fealability of 5306 and efacihve modldnes for cmmn in Europs. by Infegrating
exzing experise and good pracices, 25 well 35

Authorisation, in an unapproved way) and 80% A 0 oo s e 2 ez s 1
on the definition for unlicensed. Please,cick onihe nks ot e o e e documents

D D Y Task-force in Europe for Drugs Development for the Young

Pharmacol Res. 2008 Nov-Dec;58(5-6):316-22. Epub 2008 Sep 18
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www.teddylearning.com

= NETWORK OF EXCELLENCE j

TASK-FORCE IH!’I.-EIIIIII’E‘FI'.III DRUG DEVELOPMENT FOR T‘E YOUNG

- The Courses in the TEDDY e-learning Platform summarize the
TEDDY recent advancement in the sector of paediatric medicines and are
' based on the results of the Metwork as well as the contribution of

well recognise high level experts collaborating with TEDDY.

¥

» Courses

The following Courses are available or are on-going:

» CHILDREN ARE NOT LITTLE ADULTS ]

» THE EUROPEAN PAEDIATRIC REGULATION -

» Courses Directors

<<

» Teachers

<2 |

#» Scientific Coordinators

<<

» Courses Presenter » PAEDIATRIC STATUS AND OFF-LABEL USE OF DRUGS IN CHILDREEN

» Course structure

A

» CLINICAL TRIALS INVOLVING CHILDREN - Methodological aspects

» Registration Form

|

» CLINICAL TRIALS INVOLVING CHILDREN - Ethical aspects

» IT Tools Management

<

» PHARMACOEPIDEMIOLOGY AND DRUG UTILISATION IN CHILDHOOD

¥

A

» PHARMACOVIGILANCE AND DRUG ADVERSE REACTIONS IN PAEDIATRICS

» TEDDYOUNG

|

» INNOVATIVE MEDICINES AND ORPHAN DRUGS FOR CHILDREN

» Home Page

<

» THERAPEUTIC NEEDS IN THE PAEDIATRIC POPULATION

¥

<<

» TEDDY RESULTS

¥

e i i i e e i e i i e e

Y T T a0 Tam Tam Tam Tam Tamm T Tam Tam Tam Tam YTam T
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Recommendation for drug development for children

B Catapanc®, C. Manfredi®, P Paclucci®, H Cross®, K Verhamme® |
ML T. Mellado Pena®, T Grosch-Womer', C. K:J.ibbeﬂ and A Ceci™*
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Challenges in prescribing drugs for children with cancer
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Dovnloaded from brmj.com on 27 Jamuary 2009

RESEARCH

Drug use in children: cohort study in three European

countries

Miriam C | M Sturkenboom, professor in analysis of cbservational data. ' Katia M C Verhamme. assistant
professor in pharmacoepidemiology,’ Alfred Nicolosi, director, senior associ e research scientist,
Macey L Murray, teaching and research fellow® Antje Neubert. postdoctoral research fellow®

Daan Caudri, researcher,’ Gino Picelli, analyst.® Elif Fatma Sen, PhD student,' Carlo Giaquinto, head of
dinical research unit” Luigi Cantarutt, director,* Paola Baiardi, director,® Maria-Grazia Felsi researcher?
Adriana Ceci, scientific coordinator.? lan C K Wong. professor of paediatric medicines research* on behalf

of the TEDDY Ewopean Network of Excellence

ABSTRACT
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_ Scientific
| 124 Deliverables | 2~ TN Pubblication
certifying the
multidisciplinary
/multinational
efforts in the
paediatric

research domain

FP6-EU -
L SHB-CT-2005-
005216

* X * NEW PROJECTS

i o generated in the y
o o .. E-learnin :
el o European Paediatric ‘ P|atf0rmg ‘ I \Website I
Research context
¢ Database Products
e . . demonstrating the
Based on the multidisciplinarity of the Network practical interest
Dermatology, Gastroenterology, Haematology, Infectious around the
disease, Intensive care, Neonatology, Nephrology, Neurology, paediatric issue
Oncology, Pain, Rare diseases, Respiratory
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NeOMero
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Home page The Project Partners Coordination Publications News & Events Contact us

Welcome in NeoMero Latest News

NeoMero project aims at adapting an off-patent medicine to the specific 3 September 2012

need of paediatric populations: in specific to evaluate PK, safety and Randomisation 1st Patient

efficacy of meropenem in comparison to standard care in late-onset We are very happy to announce you that the first
sepsis and describe PK and safety in bacterial meningitis in neonates and Batiert:is been randomizgd s mormingiin..

infants aged less than 3 months in order to be able to register it for use Read more
in this age group with a PUMA.
13 March 2012
This project has been funded with support by the European Commission NeroMero Tials registration on

under the FP7 programme Cnicaltaal- 9y

NeoMero Trials were registered on
Clinicaltrials.gov
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DEFERIPRONE
EVALUATION IN
p AEDIATRICS SEVENTH FRAMEWORK

PROGRAMM
m Background DEEP Project Project partners Project Structure News and Events
© Y DEEP Project: what it is?
. s NEWS » = » ® DEEP is a 4 years multinational Project
pla;e at the Grand Nile |ower Hotel In ® The DEEP Consortium is composed of 12 recruiting European Centres (from
Cﬁlrﬂl EQYD’[ Italy, Greece, Cyprus) and 3 recruiting non-European Centres (from Egypt,
DEEP Partners will discuss the state-of Albania, China) with scientific partners from EU
th rt foth iact ft th e A pharmaceutical group (ApoPharma and APOTEX) based in Canada and in
-ihe-a 0 e proje arer e Europe, is part of the DEEP Consortium

submission to the European
Commission of the first official report
and the relevant issues linked to the
start of the clinical trials.

Nicosia (Cyprus), May 16th - 18th, 2012
Cleopatra Hotel - Workshop on
GCP & Investigator Meeting
DEEP1/DEEP3

FP7 Project - SP1 - Cooper n HEALTH-F4
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Quest’an
vogliono s

Informative Package for children
Age < 6 years

A casa, Gianni prende uno sciroppo tre volte al giorno.

Sara invece prende una compressa
che si scioglie nell’acqua e fa le bollicine.
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GIANNI BENZI  |nformative Package for children
Age from 6 to 12 years

All'inizio dello studio,
i medici estrarranno a sorte
due gruppi di bambini.
Il primo gruppo prendera lo sciroppo
e il secondo gruppo
prendera le compresse

m = compresse solubili

=~/ = sciroppo
W = 4 preliovi al mese
& = visita medica

S8 = visitn approfondita
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Http://www.grip-network.org/

{U). . Co
N Global Research in Paediatrics
[ l P Network of excellence Q>
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Search....
Home
GRIiP Newsletter
=
phomepsge U Homepage
The GRIP project Name T W
The GRIP Blo Surname
< The "Global Research in Paediatrics — Network of Excellence (GRIP)” is an EU-funded project -ﬂ
News [Seventh Framework Programme: FP7/2007-2013, Grant Agreement n® 261060], started on 1 January E-mail BES
Events 2011 and expected to last until 31 December 2015. Fecsive @ Text @ HTML
GRIP aims to improve the health of children globally, by stimulating and facilitating the development and
safe use of paediatric medicines. | T
D Terrns and Conditions.
To achieve this, GRIF will implement a comprehensive educational programme in paediatric i
Management area o terrereerrereForeeroemee Lo L oer L ecrm Fref e erre et v Pt - et . Subscribe e~ gy
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GRIiP Partnership

1 Azienda Ospedaliera di Padova AOFD ltaly Carlo Giaguinto

2 National Institutes of Health « NICHD-NIH  USA Steven Hirschfeld

3 European Medicines Agency « EMA UK Agnes Saint-Raymond

4 Erasmus Universitair Medisch Centrum Rotterdam EMC The Netherlands M Sturkenboom

5 University of Liverpool, MCRN ULINV-MCRN UK Mark Turner

6 Ospedale Pediatrico Bambino Gesu OPBG ltaly Paoclo Rossi

T Institut national de la sante et de la recherche medicale INSEREM France Evelyne Jacqz Aigrain

8 National Center for Child Health and Development NCCHD Japan Hidefumi MNakamura

9 5t George's Hospital SGUL UK Mike Sharland

10 %BS[?EG per le Valutazioni Emlﬂzhe e Farmacologiche, CVBF-TEDDY ltaly Adriana Ceci

11 Rijksuniversitert Leiden UL The Metherlands Oscar Della Pasqua

12 Academic Medical Center AMC The Netherlands Martin Offringa

13 Fundacion Vasca de Innovacion e Investigacion Santanas BIOEF Spain Adolfo Valls--Soler

14 Instytut Pomnik Centrum Zdrowia Dziecka PCZD Poland Marek Migdal

16 World Health Organization « WHO Switzerland Sue Hill

17 School of Pharmacy SoP UK lan Wong

18 Helsingin Ja Uudenmaan Sairaanhoitopiinn Kuntayhtyma HUS Finland Kalle Hoppu

19 Brnighton Foundation BF Switzerland Jan Bonhoeffer

20 PENTA Foundation PENTA ltaly Silvia Faggion

21 Vereniging Samenwerkende Ouder - En Patientenorganisaties VSOP-EGAN The Netherlands Cor Oosterwijk
(NL}-EGAN

22 The Hospital for Sick Children SICKKIDS Canada Shinja lto
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IN PAEDIATRICS

A structured approach to clinical drug development has been
established for adults, but this is not automatically applicable
to children. Drug development programs in children need to be
considered on a case-by-case basis depending on the drug, the
condition and the target population, and a specific approached

Be 8 oy - 1

Struttura in WPs

NEW METHODS FOR CLINICAL STUDIES

paediatric clinical research methods used in studies that have
already been performed. WP4 will begin from the identification
of innovative approaches that are likely to be accepted by the
Regulatory Authorities and the scientific community. It will
then focus on achieving a scientific consensus on:

1 1 Lris i 14 = 1 1 1

Global Research in Paediatrics
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Modelling & Sample .
. _g . P Data extrapolation
Simulation size
G. Pons
O. Della Pasqua H. van der Lee

Expert Group

Powerful tool for trial From adults to children

design and analysis

To increase power and
trial acceptability

Innovative design Comparators

P. Baiardi M. Offringa

1

From “test of hypothesis” to “evidence synthesis
To create «new» protocols

GRip

Global Research in Paediatrics
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Conclusioni

* Networking in the Paediatric Research sector is well
accepted and represent an useful tool

e Collaboration with Existing Networks, Regulatory Bodies,
Professional Associations, Pharmaceutical Industry,
Patients/parents Associations is possible

* Multidisciplinarity and Multisectoriality of participants
lead to building up critical mass of capacities and

knowledge




