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Lean GMP System

Training Certification GMP Source About ECA News Guidelines @ q

12.02.2025

Is "right-sizing" GMP and Compliance (Lean GMP) possible?
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ICH Q-TriolC X D=

Risk Harm
Hazard

QRM
Saverity! Probability 2R

Detectability
Decision Maker

Stakeholder

Formality
RM Methodology Continuum
Formal Process Spectrum
RM Tools Uncertainty
Informal Process Importanfze
Complexity

Risk Assessment Rule-based
Risk Control Risk Review
Risk'Communication

Senior Management

Quality Policy
Quality Manual

Quality Planning

Resource Management

Quality Objectives
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Enablers KM
Product Lifecycle

Process Qualification
Management Commitment Ongoing Process Verification

Pharmaceutical
Sevelopment

ontinual Process
Enhanced Approach verification (CPV)
Real-time QC PAT
Material Attributes :
B A A AR Minimal Approach

QTPP caa
= cpPP Design Space

Edge of Failure

PAR

Control Strategy

Knowledge _
Performance-based Approach

Continual Improvement

State of Control
Product Realisation

PQS Elements

Process Design

Management Responsibility
Management Review
Escalation Process
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Q-Triold[z = PQS
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Quality-driven
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Quality-driven, Risk-driven®3th#l & Quality Ethos

Planning mBAE = BV AT LG
People KB, BENRTE. ERZEE
Process mBIEEICE D IRGRITE

Performance 3P AV L bE21—#HEDETREE~DOKIE (EDNMHE)
Quality Culture EDITENT 5D 7 How?

B PP
Quality Ethos BEZ5350H0? Why?

Quality Policy
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Questions?

'f] GMP Meister® Academy
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