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 Abstract 

We are at the cross-roads of many big changes to healthcare laws, Regulations that impact the Life Sciences 

(Pharma, Bio and Medical Devices) Industry.  This is the result of the accumulation of many changes over the past 

few years that are all coming together at the same time which will change the face of Healthcare.  Facilitating 

these changes are also from the technological leaps in the Information Technology space.  

Universal Device Identifier is one such big change that will change the face of the Medical Device Industry as 

well as Healthcare industry including pricing driven by outcomes.   Sentinel for Medical for Devices to ensure 

Safety (of Medical Devices), is another. ICD 9 -10 is another.  Medical Devices Tax, Tax for not having Health 

Insurance – to name few. 

All of these changing laws and Regulations surrounding them will have a heavy impact on the Life Science 

Industry and Regulatory Affairs.  Central to all this is the Role of a Regulatory Affairs Professional whose role is 

to understand and properly interpret the changes for correct interpretation of the and proper implementation for 

compliance, which is a huge Business Advantage.  Add to this the changing Business Environment, Mergers, 

Acquisitions and Divestitures, expansions in Emerging Markets and other Geographies, this space (Regulatory 

Affairs) becomes even more critical and companies need to invest heavily to reap benefits since they (companies) 

need to evolve and devolve a Regulatory Strategy as a Business Strategy to cope with all these changes and still be 

successful as a business. 
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