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Pharmaceutical Services
Specializing in FDA Regulatory Matters

Biologics and Biosimilars present some of the most 
complex regulatory and quality challenges in the life 
sciences industry. EAS Consulting Group supports 
manufacturers, developers, and sponsors of biologic 
products with practical, risk-based solutions that align 
with U.S. and global regulatory expectations.

Our team brings deep experience in FDA-regulated 
biologics, helping organizations build compliant quality 
systems, prepare for inspections, and navigate evolving 
regulatory requirements while maintaining operational 
efficiency.

  9 Quality System Development 
& Optimization (QMS)

  9 cGMP Compliance for Biologics 
and Biosimilar Manufacturing

  9 Inspection Readiness & Response

  9 Regulatory Strategy & Submission Support

  9 Specific Biologics Regulations under 21 
CFR Parts 600-680 and Part 1271


