
Biotech Product Manufacturing 
 
According to IMS Health, biologics are expected to account for approximately 17% of total global 
spending on medicines by 2016, and 7 of the top 10 global medicines by spending will be a biologic 
by mid-2017.  
 
As a consequence of the market attractiveness of biotherapeutic products, considering the possibility 
to increase patient access and reduce costs to public and private payers, especially in emerging 
countries, more players are now entering into the business of developing biotherapeutic products, 
biosimilars, alone or in partnership with other companies, building new, state of the art biotech 
manufacturing facilities in these countries, as potential new global sources of high quality 
biotherapeutic products.  
 
Particularly for Latin America region, and Brasil specifically, there are governmental development 
policies that provides incentives for manufacturing biotherapeutic products locally. The Product 
Development Partnerships (PDPs) are partnerships involving cooperation, by agreement, between 
public institutions and private entities for the development, transfer and absorption of technology, 
production, productive and technological capacity of the country in strategic products to meet the 
demands of the Public Health System. 
 
The general objectives of those regional development policies are:  

• increase the patient access to the biotherapeutic products and reduce the costs of the Public 
Health System; 

• reduce the productive and technological dependence to meet the health needs of the population 
in the short, medium and long term; 

• promote technological development and the exchange of knowledge for innovation within 
public institutions and private entities, making them competitive and qualified; 

Based on these incentives, local companies, public laboratories, and multi-national companies, are in 
different phases of planning the construction, or modernization of their biotherapeutic manufacturing 
plants, with some of these companies already undergoing construction, in order to manufacture 
biotherapeutic products locally, biosimilars in an initial phase, followed by biobetters and innovator 
products, such as vaccines and monoclonal antibodies. 
 
Based on this scenario, this session is intended to highlight the challenges associated with technology 
transfer, multi-product facilities, process validation, process optimization in facilities using single use 
technology, transfer of quality control analytical methods, changes in production scale (scale up), 
comparability exercise for post approval changes and stability studies required for global submissions. 
 


