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Il processo produttivo di un farmaco 
biologico è complesso 

• Tutti i farmaci biologici presentano differenze tra batch 
• Differente processo = Differente prodotto 
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1) Farmaci biotecnologici prodotti con processi diversi saranno diversi tra loro (the 
process is the product and the product is the process) 

2) Piccole differenze in un prodotto biotecnologico possono portare a grandi 
differenze cliniche e grandi differenze in un prodotto biotecnologico possono 
portare a nessuna differenza clinica. 
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Biosimilari e Originator: basi scientifiche 

Modificata da Schneider CK et al., Nat Biotechnol 30, 2012 
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My personal perspective 
• It is not a question of evaluating single agents, but a question 

of accepting or not accepting the methodology of 
comparability and of trusting regulatory authorities; 

• Comparability in biological therapies is everywhere. 

• Many new compounds have nowadays lower levels of 
evidence compared to biosimilars (obviously, there are no 
alternatives in these circumstances); 

• At present, the following biosimilars are available: 
somatropin, epoetin alpha, filgrastim, infliximab, etanercept, 
insulin glargine. 

• From the previous session (only MM): first-line lenalidomide, 
carfilzomib, daratumumab,  panabinostat… are coming.  Also. 
combinations, sequential treatments and significantly longer 

treatments. Decisions on what we want are warranted. 


