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Introduction and background 

• Enpr-EMA is a network of research networks, 

investigators and centres with recognised expertise in 

performing clinical trials in the paediatric population  

 

• Members perform research in children (newborns to 

adolescents), in multiple therapeutic areas, and ranging  

from pharmacokinetics to pharmacovigilance   

 

Enpr-EMA 
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Recognition criteria 

Enpr-EMA 

  Networks should be recognised by quality of paediatric research 

  6 recognition criteria and quality standards for self-assessment  

   ➣ Research experience and ability  

  ➣ Efficiency requirements 

   ➣ Scientific competencies and capacity to provide expert advice  

  ➣ Quality management 

   ➣ Training and educational capacity to build competences 

  ➣ Public involvement (Involvement of patients, parents or their organisations)  

 

Each criterion is composed of several subitems 

To become member of Enpr-EMA a set of minimum recognition criteria has  

to be fulfilled 

© EMA 
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Criterion 6: Public involvement 

Enpr-EMA 

 

   ➣ 6.1. Involvement of patients, parents or their organisations in the 

protocol design.   

  ➣ 6.2. Involvement of patients, parents or their organisations in creating the 

protocol information package.  

   ➣ 6.3. Involvement of patients, parents or their organisations in the prioritisation 

of needs for clinical trials in children.  
    

Minimum criterion to become member of Enpr-EMA: 

involvement in at least one of the above items 
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Enpr-EMA 

Breakdown of networks by type and category  

Network for 
Research in  
Pediatric Critical 
Care   INN                

© EMA 

Category 1: Networks fulfilling all minimum criteria for membership of Enpr-EMA.  
Category 2: Networks potentially fulfilling all minimum criteria – but needing to  
 clarify some issues before becoming a member of Enpr-EMA.  
Category 3: Networks currently not yet fulfilling minimum criteria. 





 http://www.ema.europa.eu 



Thank you  -  Questions  ?? 


