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e Reactive e Proactive
e Detect faults e Prevent errors
e Key persons * Everybody
e Laboratory e Customer
focus satisfaction
« Management for * Management for
quality effectiveness
e Maintain e Continual
conformity Improvement
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Quality Management System

Specification of incoming material Well-accepted methodologies
Suppliers evaluation Validation and Verification
Measurement of uncertainties

Traceability of reference stand

Material Method

Quality
Management

Maintenance plan Machine Technical competence
Traceability and Calibratio Training plan
Performance check Optimized Evaluation



Current strategies for Lab QMS

The success lies 1n the combination
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% The lab shall not accept and commerce new
work without a prior feasibility study.

#¥4M Review =Man, Method, Machine, Material
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Design error-free process




Act Plan

e How to improve next e What to do?

time? e How to do it?
Check Do

e Did things happen e Do what was planned.
according to plan?

P=D=C=A
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Auditing Is fact finding, not fault finding.
Ask system gquestions, not yes/no gquestions.
Criticize the condition, not people.

ook for major problems, not minor concerns.

EE or LL: Eyes (Look) and Ears (Listen) of
management

FF: Be Friendly and Frankly
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8 Principles of GMP/GLP/GTP

Yous
Yous
Yous
You S

nall define good policies.
nall write and follow your procedures.
nall document (record) your work.

nall validate your manufacturing and testing

Processes.

You shall design, build and maintain proper
facilities and equipment.

You shall be competent (as a result of education,
experience, and training).

You shall build quality into our products by
systematically controlling your processes.

You shall audit for compliance.
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