




How to establish biosimilarity? 

1. extensive characterization  
 (physico-chemical-biological)  
 
2. in vitro functional activity 
 (MoA of the molecule) 
 
3. efficacy and safety studies  
 (’best’ population) 







• Same aa sequence, posology and RoA 

• Strength, pharmaceutical form, and formulation may differ 

• Molecular differences to enhance E not allowed 

 



LA EXTRAPOLACION 
DE INDICACIONES 

NO ES UN 
CONCEPTO NUEVO 









Extrapolación de indicaciones; 

 considerar: 
 

 

• Evidencia global del ejercicio de comparabilidad 

• Posibles incertidumbres derivadas de los datos 

• Perfil de seguridad aceptable (incluyendo inmunogenicidad) 



• Very different expression system 

• Variability of RMP vs Biosimilar; number of batches, 
EU vs US 

• Use of statistical tools 

• Concept applied to less characterized biologicals? 
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