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The Rationale 

• Better use of Eudravigilance data for paediatric medicines. 

 

• ADRs in adults and children are different (types, drugs). 

 

• Differences may also be due to increased susceptibility to 
some ADRs because organs are still immature.  

 

• Can we identify possible ADRs that are maturation related? 
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Methodology 

• Identify key literature on OM (articles, book chapters, guidelines) 

 

• Prepare OM table (specify maturation of key sub-functions, enzymes, 
main structures within organ) 

 

• Send OM tables for Expert Review (experts in the field, PDCO,..) 

 

• Finalize 
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Renal system maturation 
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Liver maturation 

Reference: 
Mulberg AE, Silber SA, van den Anker JN; Paediatric Drug Development: Concepts and Applications; Developmental hepatic 
pharmacology in paediatrics; 2009; p. 243. 
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Brain maturation 

1. Volpe JJ, Neurology of the newborn, 5th ed., Elsevier Health Sciences, Philadelphia 2008, p5 
2. Benes F, The development of the pre-frontal cortex, the maturation of neurotransmitter systems and their interactions, in: Handbook of 
developmental cognitive neuroscience (Nelson CA, Luciana M, eds) , MIT press, 2001 
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Lung maturation (under construction) 
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GI-system maturation (under construction) 
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GI-system maturation (under construction) 



The Application 
Standard EudraVigilance Paediatric (SEVP) Query 

for Drug X 

• PDCO concerns over potential renal toxicity in children (Drug X) 

 

• Standard EV paediatric analysis was performed  

 

• Paediatric age group analysis was performed also by kidney 
maturation stage (below and above 3 years). 
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Statistics children vs adult 
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Drug X Paediatric 
cases 

Ratio 1 
Children vs. 

adult 
(95% CI) 

Ratio 2 
Drug X vs. other 
drugs in children 

(95% CI) 

Ratio 3: 
Drug X vs. other 
drugs in adults 

(95% CI) 

SOC ‘Renal 
and urinary 
disorders’ 

120 3.13 
(2.72-3.62) 

  
14.91 

(13.05-17.04) 

  
2.66 

(2.52-2.82) 



Analysis of the specific paediatric issue 

-> per the predefined age group categories taking into account the specific 
maturation of the kidney: 

 



Conclusion 
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• Better use of Eudravigilance data for paediatric    
   medicines. 
 

• Help identifying maturation related adverse  
   drug reactions. 
 

 

Information on organ maturation allows for: 
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