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Regulatory requirements for Biologics 





Biologic licence application (BLA) 

 Under the public health service act, the federal food and drug administration 

(FDA) has been  given the authority, concurrent with its authority under the 

food drug and cosmetic act to regulate biologics. 

 The FDA regulates a wide range of biologics, including vaccines, blood and 

cellular products. 

 With in the FDA , the center for biologic as well as the center for drug 

evaluation and research, can be responsible for the regulation of biologics . 

 Biologics are evaluated for market by the FDA through the filling of a biologics 

licence application (BLA). 

 A BLA, although similar to a new drug  application  (NDA), as its own set of 

complex requirements. 







Biologic and it’s regulatory guidelines 

Biologics and biological products 

 Biological product is a virus therapeutic, serum, toxin antitoxin vaccine blood, blood component 

or derivative allergenic product or analogous product applicable to the prevention treatment or 

cure of a disease or condition of human beings. 

 

                                                          Biologic vs drugs  

 Biologic product generally more complex  

 Many innovative products 

 Virtually every of product comparability is more difficult  

 Changes in manufacturing and scale up can obstruct overall approval process. 






























