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GMP Conceptual Design for a 12 x 7,000-Liter Biologics CDMO Facility 

Introduction 

The conceptual design (CD) phase is a critical initial step in developing a GMP-compliant 
biologics manufacturing facility. Proper conceptual design minimizes errors, supports 
regulatory compliance, facilitates operational eƯiciency, and ensures a flexible, scalable 
manufacturing environment suitable for complex biologic products. For a 12 x 7,000-liter 
biologics CDMO facility in Boston, MA, the conceptual design (CD) must integrate current 
GMP regulations with best industry practices to meet capacity and quality objectives while 
considering future expansion and technological evolution. 
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