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Teddy Network of Excellence

Funded under the Community’s Sixth Framework Programme

TEDDY is a Network of Excellence funded under the 6°
Framework Program, encompassing 19 Research Centers
and 10 European Countries and Israel and is cooperating
with more than 200 researchers and experts
Aimed at increasing availability of paediatric safe and
efficacious drugs
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WHAT'S TEDDY?

TEDDY 1S A NETWORK: 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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How iIs TEDDY fulfilling its

obligations?

Networking has been one of
the more relevant activities
of TEDDY and has also
facilitated the achievement
of its main project results
as surveys, data banking,
innovative methodologies
identifications, inventories
of researchers and

research, and so on.
Scientific Results

11 PR publications, 1 Monograph
3 Methodological testbooks, 1
Website , 3-monthly news-letters




Surveys, data collection and bibliographic
searches have been used to picture the current
situation as well as to identify research priorities

Common expertises, material and human resources
have been exchanged and shared to plan Paediatric
innovative research and methodologies

Disseminate and provide opinion on key
documents and institutional rules and guidelines
with reference to paediatric needs,
methodological aspects, ethic, comunication, etc
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TEDDY Networking Methodology

e Contact and interconnect ‘noncompeting’
people having similar interest or concerns

— Search for sector of interest and knowledge

e Create consensus on content and
Instruments to be used for common research
— Surveys- Focus Groups-Questionaires

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

— Personel ecxhange,-e-learning courses ,
meeting participation, ecc

e Favour relationship among interested parties
DDY =SRen.Genterences:yorking Groups




Non-competitiveness
among participants

?ﬂ Interest on the project

i

F

Good comunication
skills and
opportunities

‘0 be in contact with the Paediatric Community
scientific, authorities, professionals,
ompanies, associations,ecc)

D deserve time and appropriate resources

X x .
meummumu
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NEDDY Networking
guality standards and recognition criteria

Exixting Paediatric
Networks

Existing
Paediatric
Scientific
Societies

Regulatory Bodies
with Paediatric
vocation




-2-
Experts should be
expected to act in an
independent manner

~

-3-

," A diversity of view
Jf:."&; points should be

Hhre assembled.

=] individuals outside partners’ s
habitual circle of contacts
should be included

-1-

he quality of scientific expertise can be based
on the excellence of scientists.

umber and impact of refereed publications)

wever, it may also include practical knowledge.
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TEDDY Experts Groups
guality standards and recognition criteria

TD- RCM.001-September
2005

Expert Groups Start-
Up Reference Guide

TD-WP04.001-November
2005

GUIDELINES ON SETTING
UP THERAPEUTIC
EXPERTS GROUPS:
STANDARD
OPERATING
PROCEDURES (SOP)

TD-WP04.002-December
2005 THERAPEUTIC
GROUPS ACTIVITIES

Source: Principles on the collection and use of expertise (EC 2002)




Succesful Networking activities
Collaborating Poeple

Academy &
Researcher®
Public Health®-------+--- Sanannne sl e .r .................... > 210
Other e _ - O
Professional ‘- ....... H ....... zembans .. ..-: ...... .> .48
Industries &y JPHEE e > . o4
Associations @-ji-c-eeereritunaanans e P

«30

European Countries: 25 No European Countries: 8
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Succesful Networking activities :
Collaboration and partnerships with other

networks/groups
ENDI iC,\E‘MEA\ECRtI N EIC. PEDIANET

ENCePP f: —
~~ © TEDDY P MECHILD

/ Task-force in Europe for Drug
R E S P E‘ I Development for the Young

AL TN

EFGCP National EPA PENTA Printo
Networks Specialised N.
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B Succesful Networking activities
Defining off-label and unlicensed use of medicines

for children: results of a Delphi survey.
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Table 1: Composition of the Expert Panel

The aim of this Delphi survey is to develop Invited participants
common definitions for unlicensed and % (M) % (n)
off-label drug use in children to be used
for research and regulatory purposes. Health
After a literature review on the current Professionals | 1429 (12) | 20-59 (V)
status of unlicensed/off-label definitions, a Industry 8.33 (1) 8.82 (3)
two-stage, web-based Delphi survey was Regulatory 20.24 A7) 14.71 (5)
conducted among experts in Europe. Scientists 52.38 (44) 55.88 (19)
Results were then consulted with the Other 4 0
European Medicines Agency (EMEA) Total 84 34

The lowest level of consensus reached was for
questions related to a different ee,

formulation or if a drug was given
although contraindicated. At the final

- TEDDY

tentative definitions Sunvsy on ihe off.abel and unilicensed use of medicines for chidren in Europs

step, 85% of the responding experts e

T .. lterature review ThBTEDD‘I’pﬂJJBGIBammu;c;ra:manmmauur;@erh:mEu:r:mm :
agreed on the proposed definition for off- e ';ﬁm%fﬁmﬂﬁﬁmmgmﬁ‘:}umﬂ?&m&@mm

i B L R S ng and good pracices, a5 woll 2 ng furthesr dovelopments.

label (use of a drug already covered by a e o e o P e e e b o e
Marketing Authorisation, in an unapproved By NS S S SRR s sl
way) and 80% on the definition for s P I a8 AR oty
unlicensed.
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Pharmacol Res. 2008 Nov-Dec;58(5-6):316-22. Epub 2008 Sep 18



Succesful Networking activities
Networking & Unmet Therapeutic Needs

The Paediatric Committee shall One of the TEDDY key
establish an inventory of objective has been to
therapeutic needs, with a contribute to identify

view to identifying research
priorities. The Agency shall
make the inventory public at the
latest by 26 January 2010 e assessing and profiling the
(Paed. Reg. art. 43) current paediatric
medicines uses

e identifying research
priorities to meet
therapeutic needs

This has been done by
Setting up Therapeutic
Experts Groups (TEGS)

unmet therapeutic needs

—EEEE Task-force in Europe for Drugs Development for the Young




TEGs — Tasks and Cooperation

Cooperating with:
TASKS P J
. PENTA
1- circulate at large the S PRINTO
EMEA Lists to experts o UNEPSA/EPA
o SIOP Europe
2- enlarge awareness o European Paediatric Cardiology

Association (AEPC),
European Society for Paediatric

3- identify priorities and Endocrinology (ESPE)

nm N o European Society for Paediatric
B eet- eedS Infectious Diseases (ESPID)

4- collect existing paediatric o European Respiratory Society (ERS)

o Societa ltaliana per le Malattie

O

StUdieS Respiratorie Infantili (SIMRI)
o European SocI:iety for Paeclliatric g
- " Gastroenterology, Hepatology an
4- favour clinical trials NUtrition (ESPGRAN) 07
o ESPGHAN Gastro-Intestinal

Committee
o Societa ltaliana di Pediatria (SIP)

o Societé Francaise de Pediatrie
Paediatric Spanish Society

Y Task=force in Europe for Drugs Development for the Young



Succesful Networking activities
Networking & Unmet Therapeutic Needs

ecommendation for drug de\'elupment for children

AL LEY

PHARMACELTICAL S POLICY A

", establizhes
of medicines

., the settl.ugup

PK/Dosage/Efficacy & Safety

(extension to paediatric ages)

PK/Dosage/

Efficacy & Safety

(new indic.)

Adenasine TP lloprost Atorvastatin
Alteplase Inhaled Nitric Cxide Colesavealam
Amiodarone Irbasartan .
Amlodipine Labstalol Flvastatin
Arginine- Levosimendan Hydrochlorothiaz { Chloroth
Vasopressin Lidocaine, as Lovastatin
Atenolol i Ami Pr tatil
Atarvastatin Lovastatin Simvastatin
Bosentan Low Molecular

Candesartan Heparin

Captopril Metoprelol

Carvediol Milrinone

Clenidine Nicardipine

Clepidogrel Nifedipine

C Mitroprussi

Datt Pr

Dithydralazine Prazosin

Dipyridamal Propaf:

Dopamine Propranalel

Enalapril Ramipril

Enoxaparine Sildenafil

Ei

Esmalol Sotalol

Flecainide Telmisartan

F g Uroki

Furesemide Valsartan

Hydrochlorothiaz /| Verapamil

Chilaroth Warfarin

Age appropriate formulations

Meteprolol Low Molecular
Acebutolol Weight Heparins
Esmalol Warfarin
Amiodarone Indometacin
Flecainide Clenidine
Adenosine Tp Labetalol
Lidocaine Milrinene
Furosemide Sildefanil
Splmnolaﬂane lloprost
/ Dopami

Chlomth Dobutamine
Irbesartan Arginine-Vasopressin
Candesartan DilHydralazine
Valsartan Mitraprussiate Na
Atorvastatin Captopril
Fluvastatin Ramipril
Urokinase Miferipine
Clopidogrel Verapamil
Alteplase Amlodipine
Enaxaparine Nicardipine
Dalteparine Prazosin
Acetylsalicylic Acid Prepranalel
(Aspirin} Setalal
Heparin Carvedilol

Atenalol

150 Experts in Europe
13 Therapeutic areas - 478 drugs

11
81 46 80

38

58

40
26

47
33 46 97

@ Anaesthesiology m Infectious diseases 0O Respiratory diseases 0O Cardiology
m Epilepsy

O Nephrology

m Oncology @ Diabetes O Gastro-enterology

m Immunology @ Pain

m Psychiatry

@ Migraine
m Rheumatology




Succesful Networking activities
Networking & Unmet Therapeutic Needs
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Succesful Networking activities

Collecting pediatric data in the EU for
pharmacoepidemiology and pharmacovigilance

Drug use in children: cohort study in three
European countries. BMJ. 2008 Nov

Assessment of 16 databases 24;337:a2245. doi: 10.1136/bmj.a2245.

from 10 EU Countries
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Succesful Networking activities

European Surevy on ethical and legal framework,
Journal International de Bioéthique, sept. 2008, vol.19, n.3, pp.17-48.

A survey investigating the ethical and legal context in European
Countries has demonstrated a jeopardised situation regarding
consent, assent, general awareness on ethic rules to be applied.

Question on:

1. Selection criteria (only direct benefit?)

2. Authorization/assent procedure (relevance of the minor opinion)

3. Information and privacy (any information according to the minor’s
capacity)

4. Emergency situation
Teddy Network of Excellence éf

Funded under the Conmunity’s Sixth Framewark Programme:

27 European Countries
participated the Survey

EUROPEAN SYMPOSIUM
770 Questionaires further circulated Ethics and paediatric dinical research in
Res/Paed 202 Europe
Pharma I. 167
Other 33 P
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CONCLUSIONS

e Networking in the Paediatric Research sector is
well accepted and represent au useful tool

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

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

e EXxisting quality standards and recognition criteria
could be applied but need case by case adaptation
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