
Biologics

BLA Service
Late Stage Process Development & Commercial 
Manufacturing Service

• BLA Readiness in 14 Months
• Powerful Process Optimization
• Fast Process Characterization
• Quality System Recognized by Global Customers
• Commercial DS Manufacturing Enables Cost Savings
• Commercial Fill/Finish Delivers Premium Products



One-stop solution for process optimization, 
process characterization, and process validation

BLA Readiness in 14 Months

GenScript ProBio offers a one-stop BLA solution for late stage process development and commer-
cial manufacturing. The service includes tech transfer, process optimization, pivotal clinical sample 
manufacturing, process characterization (PC), process validation (PV), BLA documentation prep of 
the CMC section, pre-approval inspection (PAI), and commercial manufacturing. It takes only 14 
months** from the initial tech transfer to the completion of process validation.
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Improve process performance and cost efficiency 
in multiple ways

Powerful Process Optimization
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Advance your project to the PPQ* stage in 4 months
Boost your product with accelerated approval pathways

Fast Process Characterization

GenScript ProBio offers 2 process characterization services- Fast PC and Standard PC, to meet the 
needs of various projects. Fast PC is appropriate for products with accelerated approval pathways or 
monoclonal/symmetrical bispecific antibodies in liquid formulation. Standard PC is appropriate for all 
products, particularly complex molecules such as proteins and asymmetric bispecific antibodies.
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Comply with FDA, EMA, and NMPA GMP Regulations

Quality System Recognized by Global 
Customers
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25 L~2000 L flexible DS 
Manufacturing

Commercial DS 
Manufacturing 
Enables Cost 
Savings

20,000 L
DS Commercial 
Manufacturing Capability

< $100/g* 
Antibody Unit Cost under 
Fed-batch Process



Liquid Injection/Lyophilized Injection/Prefilled Syringe/
Nasal Spray

Commercial Fill/Finish Delivers 
Premium Products
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Liquid filling Lyophilized Powder Filling



Contact us
www.genscriptprobio.com

GenScript ProBio - Innovation Through Collaboration

Together, we transform the world with science & innovation

Genscript ProBio USA Inc. 20 Kingsbridge Rd, Piscataway, NJ 08854, USA

+1-732-885-9188 (US)

USA: cdmo.us@genscriptprobio.com

China: cdmo.cn@genscriptprobio.com

APAC: cdmo.apac@genscriptprobio.com

Europe: cdmo.eu@genscriptprobio.com

Japan: cdmo.jp@genscriptprobio.com

South Korea: cdmo.kr@genscriptprobio.com


