
I J A R S C T    

    

 

               International Journal of Advanced Research in Science, Communication and Technology 

                         International Open-Access, Double-Blind, Peer-Reviewed, Refereed, Multidisciplinary Online Journal 

Volume 5, Issue 1, September 2025 

Copyright to IJARSCT DOI: 10.48175/IJARSCT-28911   78 

www.ijarsct.co.in   

 
 

ISSN: 2581-9429 Impact Factor: 7.67 

 

Overview Biological License Application 
Sarthak Bhausaheb Nidhane, Sanket Vijay Vidhate, Pooja Bhausaheb Kolse 

M. Pharm (Regulatory Affairs) 

Mrs Saraswati Wani College of Pharmacy, Ganegaon, Rahuri, A. Nagar 

 

Abstract: Biological products are highly evolving products its respects years. Thus biological products 

needs to be regulated. In USA biological products are approved and regulated by food and drug 

administration (FDA). To get approval of biologicals in USA, biologics license application is used BLA 

ensures that safe and effective products are approved in the market. Bio-similar are the product which 

differ from original FDA approved biological drug while still being very close to it. 

The BLA application can either be full BLA (351 a) or it can be used for the bio-similar i.e. (351 k). In 

USA the biologics and bio-similar are included in the public health service act which has certain rules 

and regulations for approval of biologics. Thus review collectively gives us the idea about biologic 

license application and also its requirements and forms which are needed while approval of products. 
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