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INTRODUCTION 

Complex generics are those drug products 

generally, include products with complex active 

ingredients, complex formulations, complex 

routes of delivery, complex dosage forms OR 

complex drug-device combination products OR 

other products where complexity or uncertainty 

concerning  the  approval  pathway  or  possible 

alternative approach would benefit from early 

scientific engagement 

 OBJECTIVE 
To explore the challenges from the perspective 

of industrial professionals to identify critical 

developmental , analytical and regulatory issues 

encountered. 

METHOD 

RESULTS 

CONCLUSIONS 

An interconnection between formulation, analytical, and regulatory challenges in the development of 

complex generic. Addressing one of these challenges will not be a complete solution to overcome the 

formulation development barriers. An integrated approach will accelerate the development, regulatory 

approval and market access of cost effective complex drugs for treating complicated therapies. 
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