AIS/MAP AFI AISIMAP Seminar/Workshop
i, Dakar, 11-14 October 2005

OBJECTIVES

» To introduce Quality Management Systems

» To provide a description of the structure of the
ISO 9000:2000 series of standards

» To enable a clear understanding of the
requirements of ISO 9001
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INTRODUCTION TO

QUALITY MANAGEMENT
SYSTEMS
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What is Quiality ?
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QUALITY
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QUALITY DOES NOT
OCCUR BY ACCIDENT

- REQUIRES A SYSTEM
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QUALITY DOES NOT
OCCUR BY ACCIDENT

- Measure, monitor & control
processes/activities

. REQUIRES A SYSTEM

AIS/MAP
8

. OACY
-0

Feg B

4y

by 5
Y FoN
7 N
N
@\Q\\\‘ =N
Y qv\—/,




AISIMAP
9

QUALITY DOES NOT
OCCUR BY ACCIDENT

processes/activities

- REQUIRES A SYSTEM
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THE QUALITY LOOP

Check




MANAGEMENT SYSTEM
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QUALITY MANAGEMENT
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QUALITY MANAGEMENT
SYSTEM
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STRUCTURE of ISO 9000 SERIES
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STRUCTURE of ISO 9000 Series

This is supported by an additional
standard
ISO 10011: QMS auditing guidelines
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PURPOSE OF ISO 9001
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PURPOSE OF ISO 9004

It is not a guideline for implementing
ISO 9001 and is not intended for
certification or contractual use.”
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STRUCTURE of ISO 9001

Management responsibility
Resource management
Product realisation
Measurement, analysis and improvement o
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QUALITY MANAGEMENT PRINCIPLES

Factual approach to decision making
Mutually beneficial supplier relationships

Continual improvement oI,
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p Delivery of
— Services

Quality Management System < e
The organisational structure, responsibilities, proceslyseocesses and resources %ﬁ\{\\;/ ﬁ
for implementing quality management”. “‘%f N
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1ISO 9001:2008

THE REQUIREMENTS
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4. QUALITY MANAGEMENT SYSTEM “\\

4.2 Documentation requirements

ONLY 6 Mandatory documented
procedures !
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4. QUALITY MANAGEMENT SYSTEM
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4. QUALITY MANAGEMENT SYSTEM “\

uirements : General

processes
c) competence of personnel

medium.
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4. QUALITY MANAGEMENT SYSTEM “\

of processes included in QMS

The quality manual shall be controlled
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4. QUALITY MANAGEMENT SYSTEM A

4.2.3. Control of Documents

to ensure relevant versions are available
to ensure legibility and identification

to control documents of external origin
to control obsolete documents
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4. QUALITY MANAGEMENT SYSTEM A

retention time and disposition of records.
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5. MANAGEMENT RESPONSIBILITY

appropriate, includes commitment to
continual improvement,
communicated and understood, and
reviewed
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5. MANAGEMENT RESPONSIBILITY ‘\\

5.4. Planning

changes are
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5. MANAGEMENT RESPONSIBILITY ‘\\

5.5 Responsibility, Authority and
Communication

Conduct management reviews
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5. MANAGEMENT RESPONSIBILITY ‘\\

5.5.1. Management Representative

promoting awareness of customer
requirements
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5. MANAGEMENT RESPONSIBILITY ‘\\

5.6. Manaement Review

— actions from earlier management reviews
— changes that could affect the QMS
— recommendations for improvement
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5. MANAGEMENT RESPONSIBILITY ‘\\

resource needas

Results of management reviews shall be
recorded
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6. RESOURCES MANAGEMENT
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6.1 Provision of resources:

Ing customer requirements

6. RESOURCES MANAGEMENT
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ensure employees are aware of relevance and
importance of their activities

keep records of education, training &
experience




6. RESOURCES MANAGEMENT

6.4 Work environment

determine and manage the Workenvironment
needed to achieve produ
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verification/validation activities
records needed to provide confidence
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7.2 Customer-related processes

prior to commitment to supply product, requirements
defined, resolve any differences, ability to meet
requirements, maintain records

Communication
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product information, enquiry/order handling,
amendments, customer feedback, complaints
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7. PRODUCT REALIZATION “\

7.3 Design and Development

Design validation

Control of design changes
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6. PRODUCT REALIZATION ‘\\

/.4 Purchasing

| 2

criteria for selection/periodic evaluation
record results of evaluations
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7. PRODUCT REALIZATION

entify verification activities
if verifying at supplier’s premises, specify
the arrangements
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. PRODUCT REALIZATION

7.5 Production and service provision
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7. PRODUCT REALIZATION \\

7.5.1 Control of production and service provision

mplementation or monitoring activities

Implementation of release, delivery and
post-delivery activities
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7. PRODUCT REALIZATION \\

7.5.2 Process Validation

approval of equipment and qualification
of personnel

use of specific methods and procedu

. .records, re-validation




7. PRODUCT REALIZATION

Control and record unique
identification
where traceability is a specified requireme
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7. PRODUCT REALIZATION
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7. PRODUCT REALIZATION “\

found to be unsuitable,
record and report to customer
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7. PRODUCT REALIZATION “\

protection

also applies to
constituent parts of a product
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7. PRODUCT REALIZATION

assess validity of results, i inaccurate
record calibration results
validate test/measurement software
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8. MEASUREMENT, ANALYSIS & IMPROVEMENT “\

The organisation shall:
e Plan

e Implement

the Monitoring, measurement, analysis
and improvement processes
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8. MEASUREMENT, ANALYSIS & IMPROVEMENT “\

8.2.1: Customer satisfaction/dissatisfaction
shall be used as one measure

8.2.2: Internal audits shall be periodically

conducted
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8. MEASUREMENT, ANALYSIS & IMPROVEMENT “\

Documented procedure

Records of nonconformities and actions
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8. MEASUREMENT, ANALYSIS & IMPROVEMENT

conformance to product requirements
processes, products, trends
suppliers
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8. MEASUREMENT, ANALYSIS & IMPROVEMENT

corrective and preventive action
management review
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8. MEASUREMENT, ANALYSIS & IMPROVEMENT

recurrence
determine and implement action
record results and review effectiveness
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8. MEASUREMENT, ANALYSIS & IMPROVEMENT

evaluate need for action
implement preventive action
record results of action taken
review action taken
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ISO 9001 REQU I REM ENTS « Tasks, responsibilities,

authorities defined and agreed;
* Quality objectives defined and
deployed;

“Supporting” identified;
Process risks & conditions known;
Quiality assurance measures taken
Training requirements, plans
records and evaluations.

Internal audits performed;
Processes are measured,;
Customer satisfaction measured;
Mgt. reviews taking place;

p Delivery of
— Services

Customers & Services
identified

Interfaces defined;
Customer requirements

“Business” processes identified;
Process objectives defined;
Processes described (in flow-chart or...);

known and agreed. Process performance known; o-OACIe,,
Risks & conditions known; X/ "'vo
Quality assurance measures taken. l@)'—
——— —
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END OF DAY 1
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