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I network di ricerca in pediatria 
TEDDY e GRIP 



 

 

TEDDY e GRIP oggi 

TEDDY  
Task-force in Europe for Drug 
Development for the Young 

European multispecialty Network 
aiming at promoting paediatric 
drug development through good 
clinical research 

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.  

 

 

GRiP 
 

Global Research in Paediatrics 
 



 

 

Teddy Network of Excellence 
Funded under the Community’s Sixth Framework Programme 

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 

 

Aimed at increasing availability of paediatric safe and 

efficacious drugs 

                    

        



 

 

…how TEDDY was born... 
2003 FP6 LSH-2003-1.2.1.1 

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 



 

 

TEDDY is not a Scientific 
Society 

 

TEDDY is not a Clinical  

Trials Center 

 

TEDDY is not a Consultative 

Body 

 

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 

http://www.retecivica.trieste.it/circolo ufficiali/images/BD07161_.gif


 

 

TEDDY NoE STRUCTURE 
7 objectives/12 WPs 

WP1 
Pharmacoepidemiology 

WP2 
Genomics and pharmacogenomics 

WP3 
Clinical Trial Methodology 

WP4 
Key Therapeutic questions 

WP5 
Rare Diseases 

WP6 
Post-marketing studies 

WP7 
Ethics 

WP8 
Paediatric Drug Database 

WP9 
Communication, Information 

WP10 
Project Management 

WP11 
Joint Initiatives 

WP12 
Gender Issues 



 

 

Networking Methodology 

• Contact and interconnect ‘noncompeting’ people 

having similar interest or concerns 

 
 

• Create consensus on content and  instruments to 

be used for common research 

 
 

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

 

• Favour relationship among interested parties  

 

Search for sector of interest and knowledge 

Surveys, focus groups, questionnaires 

Personnel exchange, e-learning courses 

Open conferences, working groups 



TEDDY Task-force in Europe for Drugs Development for the Young 

TEDDY networking 

Internal (145 TEDDY Experts) 

and external (970 global 

Contacts) expertise  

TEDDY collaboration with Paediatric Scientific 

Groups 

 

SIOP Europe, EU Paediatric Cardiology 

Association (AEPC), EU Society for 

Paediatric Endocrinology (ESPE), EU 

Society for Paediatric Infectious Diseases 

(ESPID), EU Respiratory Society (ERS), 

Socirtà Italiana per le Malattie Respiratorie 

Infantili (SIMRI), EU Society for Paediatric 

Gastroenterology, Hepatology and 

Nutrition (ESPGHAN), Società Italiana di 

Pediatria (SIP) ,Societé Francaise de 

Pediatrie, Paediatric Spanish Society, 

EUCROF-Paediatric Initiative 
 

European Countries: 25 
Non EU Countries: 8 



TEDDY Task-force in Europe for Drugs Development for the Young 

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

The aim of this Delphi survey is to develop common 
definitions for unlicensed and off-label drug use 
in children to be used for research and regulatory 
purposes. After a literature review on the current 
status of unlicensed/off-label definitions, a two-
stage, web-based Delphi survey was conducted 
among experts in Europe. Results were then 
consulted with the European Medicines Agency 
(EMA)  

The lowest level of consensus reached was for 
questions 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 
Authorisation, in an unapproved way) and 80% 
on the definition for unlicensed. 

Table 1:  Composition of the Expert Panel  

 

Invited      

% (n) 

participants       

%  (n) 

   

Health 

Professionals 14.29 (12) 20.59 (7) 

Industry 8.33 (7) 8.82 (3) 

Regulatory 20.24 (17) 14.71 (5) 

Scientists 52.38 (44) 55.88 (19) 

Other 4 0 

Total 84 34 

 

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

http://nl.sitestat.com/elsevier/elsevier-com/s?ScienceDirect&ns_type=clickout&ns_url=http://www.sciencedirect.com/science/journal/10436618


 

 

E-learning courses 
www.teddylearning.com 



 

 

Multidisciplinarità  
Pubblicazioni  



 

 

FP6-EU - 

LSHB-CT-2005-

005216 

NEW PROJECTS 
generated in the 

European Paediatric 

Research context 

Products 
demonstrating the 
practical interest 

around the 
paediatric issue 

124 Deliverables 

Scientific 

Pubblication 
certifying the 

multidisciplinary
/multinational 
efforts in the 

paediatric 
research domain 

Database 

E-learning 

Platform 
Website 

NETWORK 

Based on the multidisciplinarity of the Network 
Dermatology, Gastroenterology, Haematology, Infectious 

disease, Intensive care, Neonatology, Nephrology, Neurology, 

Oncology, Pain, Rare diseases, Respiratory 



 

 

DEEP 
NEOMERO 

Progetto in Neonatologia 



 

 

Progetto in Ematologia  



 

 

Informative Package for children 
Age < 6 years 



 

 

Informative Package for children 
Age from 6 to 12 years 



 

 

Progetto GRiP 
 Http://www.grip-network.org/ 

 

 

http://www.grip-network.org/
http://www.grip-network.org/
http://www.grip-network.org/
http://www.grip-network.org/


 

 

GRiP Partnership 



 

 

Struttura in WPs 



 

 

Expert Group 

Modelling & 
Simulation 

 

O. Della Pasqua 

Innovative design 
 

P. Baiardi 

 
Comparators 

 

M. Offringa 
 

Data extrapolation 
 

G. Pons 

Sample 
size 

 

H. van der Lee 

WP4 - New methods for clinical study 
in paediatrics 

From “test of hypothesis” to “evidence synthesis”  

To create  «new» protocols  

From adults to children Powerful tool for trial 
design and analysis 

To increase power and  
trial acceptability 



 

 

Conclusioni 

• Networking in the Paediatric Research sector is well 

accepted and represent an useful tool 
 

• 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 


