
Volume 3, Issue 3Pharmaceut Reg Affairs 2014

ISSN: 2167-7689, PROA an open access journal
Regulatory Affairs-2014

September 08-10, 2014

September 08-10, 2014  DoubleTree by Hilton Hotel Raleigh-Brownstone-University, USA

4th International Conference on

Page 28

Pharmaceutical Regulatory Affairs

Adam Sabouni, Pharmaceut Reg Affairs 2014, 3:3
http://dx.doi.org/10.4172/2167-7689.S1.013

Why aren’t biosimilars generics - regulatory challenges

Biological products, derived from mammalian, bacterial, or from animal origins constitute many of today’s important 
medications. As numerous patents protecting originator biological products are expiring, the development of ‘Generic 

Biologics” products aka biosimilars become a lucrative and exciting opportunity for many “traditional generic” and international 
pharmaceutical companies. Unlike small molecule drugs, generally targeted by the “traditional generic” industry, biological 
products are usually highly complex in structure. 

This presentation will highlight the differences between the regulation covering generic “small molecule” drugs and 
biosimilar-based drugs and focus on the regulatory challenges in implementing the new regulations.
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