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2011-2015 

147 class waivers 

for 89 oncology drugs 

 

Literature search 

And 15 experts 

More biological and preclinical data are required to estimate 

the relevance of oncology drugs for pediatric malignancies 

Their mechanism of action was : 





A specific waiver can still be granted to a medicinal product, 
But the company needs to submit a dossier to justify the request 



2018 and onward  
New environment : RACE for Children and revised Class waiver list 



Proposals 
1. Pediatric development should be based on drug 

mechanism of action instead of adult indication 

2. Prioritisation should be set up to choose 
compounds to be evaluated or not in children 
– Based on MOA, needs, feasibility 

– Using stonger biological and preclinical data 

– Done through multistakeholder forum 

3. Reduce delay in starting pediatric development  

4. New incentives and rewards 


