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Process defines the Product : Product defines the Process

Conventional Approach Enhanced Approach

Quality by Testing and Inspection ) Quality Designed into Product
Specs Define Define Specs
Based on <j Production <:I A E>Design E>QbD|:> Based on
Process Process W gyt Space Product
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standing
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Approval with High Regulatory Approval
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Consider this approach for Meter Consider this approach for
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Biologics Research Laboratories
Lc Hc Neor Lc Hc GS
Expression Gene transfer Expression Transfection
Vector Transient to BTRL Vector and
construction expression Evaluation construction picking up
for GS-system
cno::o-! — CHOMIR®  CHOMRS ﬁ cuo::ml CHO-ZHo.. ﬁ PCB
CHOMIEE  CHOMIME &> CHOMIR CHOMIM CHOMImE MCB

CHOMIRY

CHoMIR®

Pooled cell clone " Batch/fed-batch culture
Batch/fed-batch culture

Single colony isolation by ClonePix™
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Bio EWG in ICH 3 (Yokohama, 1996)
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