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 Abstract 

Biopharmaceutical companies have continued to expand their frontiers to attain a global reach, with presence in 

many regions and countries, and therefore exposed to many regulatory requirements and operating standards. The 

challenges of globalization in a heterogeneous world with an evolving regulatory landscape and expectations of 

multiple stakeholders have increased the complexity, unpredictability and intensity of the biopharmaceutical 

product development and registration process.   

Activities traditionally focused on the post-approval period of the product life cycle, such as CMC changes and 

safety reporting, demanding a high degree of specialized knowledge for appropriate compliance from countries to 

countries. Thus, require companies to develop strategic approaches to manage the post-marketing activities and 

lifecycle optimization.  
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