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Biosimilars in emerging markets: Regulatory and commercial considerations

Governments, health payers and social and health reforms combined with increased incidence of conditions such as cancer 
and diabetes are paving the way for increased uptake of biologic medicines in the emerging markets. However the high 

cost of biologic medicines can be prohibitive to many patients creating a high level of unmet clinical needs. Biosimilars and the 
cost benefit they bring is a very attractive alternative in the emerging markets. Due to the complex nature of biologic medicines, 
biosimilar development is highly regulated. EMA, FDA and WHO have published guidelines and while there are some minor 
differences, overall they all require comprehensive comparability exercise to the originator: Quality, Non-Clinical and Clinical. 
The cost can be high and the time to complete the programme can be long. Most of the pharmaemerging countries have also 
developed or are in the process of developing their own regulatory pathway for the approval of biosimilars. While the concept 
is similar to the European and WHO framework, in certain countries the barrier is lower to enable lower cost of development 
and shorter time to market. This presentation will address the different regulatory requirements in the emerging markets 
and critically debate the pros and cons in having “looser” structure and the potential impact on the global sustainability of 
biosimilars.
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