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Fully searchable Enpr-EMA database  
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http://enprema.ema.europa.eu/enprema/ 



Ad hoc Working Groups: 

• How to establish communication between Enpr-EMA, 
networks and industry 

• Sharing good practices within Enpr-EMA and with industry 

• WG: Ethical issues related to paediatric clinical trials 

• Neonatology  

• WG: Young Persons Advisory Groups 
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Ad hoc Working Groups: 
How to establish communication between Enpr-EMA, 
networks and industry 

Sharing good practices within Enpr-EMA - with industry: 

• Survey to collect good practice examples from both network 
members and Industry colleagues 
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Survey among networks and industry 

• Survey to collect good practice examples from both network 
members and Industry colleagues 

• Based on results proposals to disseminate examples of good 
practice to Enpr-EMA members and industry 

o Specifications for “ideal paediatric clinical trial network” to provide 
best possible coverage and services for industry 

o Summary of results as recommendations for industry and networks 

• Publication of results:  
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http://www.appliedclinicaltrialsonline.com/print/306311?page=full 



WG: Dialogue and interaction with Ethics Committees 
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Table of EU EC details for informed consent for paediatric trials 
including legislative surroundings of informed consent requirements for  
pediatric clinical trials, listed by country  

http://www.ema.europa.eu/docs/en_GB/document_library/Other/2015/12/WC500199234.pdf 



WG: Young Persons Advisory Groups  (YPAGs) 

• Several Enpr-EMA networks have established YPGS 

• To review currently established YPGS within EnprEMA members  

• To develop a database of YPAG’s as resource for EMA and Pharma 

• To develop operational links between groups, so that  

• their projects can be cascaded amongst the groups in a timely manner  

• that they can work collectively on providing their expertise, attitudes and advice.  

• Canadian and US groups  involved via the iCAN umbrella 

• Based on experience from established YPAG in Europe, 
international children’s advisory  network iCAN launched in the US 
2015; second summit: June 2016 in Barcelona  
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Ad hoc Working Groups: 

Neonatology (PDCO) 

•  Member of and actively involved in International Neonatal 
Consortium (INC): a global collaboration formed to forge a 
predictable regulatory path for evaluating the safety and 
effectiveness of therapies for neonates. 

• Chair of Enpr-EMA: co-director of INC 

    http://c-path.org/programs/inc/ 

WG clinical trial designs for paed antibiotic trials  

• about to be established  

• Industry representatives invited to express interest in 
becoming a member  
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http://c-path.org/programs/inc/


Emerging networks 
• Enpr-EMA organised meeting on emerging networks to fill identified 

GAPS (Nov 2011) 

• Paed Gastroenterology:  

 PEDDCReN  Paediatric European Digestive Diseases Clinical research Network 
http://www.peddcren.qmul.ac.uk/ 

 European Paediatric Liver Transplantation Network EPLTN 

• Paed endocrinology/diabetes: EUCADET: European Children and 
Adolescent Diabetes and Endocrine Trials network http://eucadet.org/ 

• Asthma: ERS Clinical Research Collaboration (CRC) for “Enhancing 
participation of asthmatic children in therapeutic trials of new biologics 
and receptor blockers” – kick-off meeting 27th May 2016 at EMA 
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http://www.peddcren.qmul.ac.uk/
http://eucadet.org/


Collaboration with micro, small and medium-
sized enterprises (SMEs) 

 Enpr-EMA and the Agency's SME office are acting as liaison 

between SMEs and academic investigators in paediatric-

medicine research, both of which experience difficulty finding 

partners that complement their research interests 
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What can Enpr-EMA offer to industry 
• Neutral platform for dialogue academia, industry, regulators 

• Provide expert advice  

   - feasibility, paed needs, standard of care, … 

• Provide parent/patient input  

   - feasibility, use of diaries, trial duration, … 

• Contact point for industry to facilitate conduct of clinical trials  

• Identify centres with capability to conduct trials (global trials) 

  - Pool of patients for inclusion 
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An agency of the European Union 

SAVE THE DATE 
 

8th annual Enpr-EMA Workshop  
 

2 June 2016 
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