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THE TIME HAS 
COME…TO SHARE 

THE CAKE! 

- Growing market 
 
- Super- high prices.(SeeWHO Report on  Pricing of Cancer Medicines… 
But also auto-inmune and orphan diseases, recombinant blood products 
and insulin!!!) 
 
- Expiration of patents 
 
- How to regulate competitors? 



A BRIEF 

REFLECTION… 

➤ Terminology and the power to 

name reality. 

➤  Biosimilars, follow-on 

biologics, bio-betters, 

comparable and non 

comparable biologics, bio-?, 

bio-copies, bio-scams, etc. 

➤ BioSIMILAR: most used term. 

SIMILAR is not the same. Very 

clever!!!!! 

➤ More science, more differences 

➤ Why not bio-generics or bio-

competitors?  



Confirmatory clinical trials as a “must” requirement for marketing authorization 
- Confirmatory clinical trial may be waived if physicochemical, structural and in vitro biological 
analyses and PK/PD provide robust evidence of comparability-EMA/WHO- 

Language 
-Terminology 

- Biological Qualifier 

 
Limitations to substitution/ 

interchangeability   

Blocking 
competition 

through technical 
regulation 

- Vaca C, Gómez C. Unnecessary technical barriers to competition. Forthcomming. 
- BioDrugs 2018 Aug;32(4):319-324. The End of Phase 3 Clinical Trials in Biosimilars Development? 
- Aaron H, Roos, Obstacles to the Adoption of Biosimilars for Chronic Diseases. JAMA Published online May 1,2017  









 





 



 



 



OTHER “REVOLUTIONARY” IDEAS 

COLOMBIA ADOPTED 

➤ No adoption of formal term. No definition of “biosimilar” 

➤ No limitation of of substitution. But marketing and brand power 

are always hard to fight. 

➤ Full extrapolation of indications. 

➤ Reference product does not need to be registered in the 

country or be the originator. Needs to be approved in a 

“Country of Reference” via full dossier. 

➤ Where a pharmacopeic standard exist, it can be used. 

➤ The possibility to use   


