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UNDERSTANDING
AND IMPLEMENTING
1SO 9001:2008
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HOW to IMPLEMENT a QMS?

1. Planning & Designing

Four 2. Describing

PhaSeS 3. Implementing the QMS

4. Improving the QMS

AISIMAP
3

TOP MANAGEMENT

+Make your
commitment visible
by.....

Providing resources

Rewarding participation in
the ISO project
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TOP MANAGEMENT

“conduct management reviews”
“ensure availability of resources” onct
&
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stress the long term cost advantages and
potential improvements in efficiency
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COST of IMPLEMENTATION

How well the organisation is managed

The amount of required documentation,
e.g. records, that already exist G
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PROCESSES
PROCEDURES

QUALITY
ORGANISATION

QUALILTY
PRINCIPLES
ISO 9001

QUALITYP
oLIcY ™~
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2. Assign
/ Responsibilities

)
1. Set Policy 4. Define
(SMM)
6. Implement
7. Control and
survey
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Planning for ISO 9001

Implementation
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Planning & Designing Phase

\\
A

1. Getting a clear
picture of how you
already comply

2. Developing an
Action Plan

Planning and Designing Phase

Action Series of
Plan Meetings




INITIAL SURVEY

Forms and records
Job descriptions
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IDENTIFY MISSING ELEMENTS

In effect you are performing a “Gap analysis”

AIS/MAP
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IMPLEMENTATION PLANS

Time scales agreed and documented
Responsibilities allocated
Progress must be regularly monitored
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Typical
ISO
9001

Action

Manageme eview
Plan 0f ISO 9001 systems
Contact ISO 9001
Assessment Bodies

Quality Awareness
Training (all staff)

Implement systems/ o
Internal Audits —— . RAC

Formal ISO 9001
Assessment L]
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Describing 1SO 9001

Implementation
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Describing Phase

3. Process
mapping
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18




Describing Phase:

Interfaces Detailed
Check Description

Process
Improvement Processes

The framework of the Quality Management
System starts with Top Management
they set the business objectives

they must then establish an organisation
to put those policies into action

they must ensure that key processes are controlled
they must identify responsibilities and interfaces
they must ensure that resources are provided




ISO 9001 FRAMEWORK

Exclusions are limited to clause 7

Must not affect ability to provide product that
meets customer and regulatory requirements
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21

SUGGESTED APPROACH

Document the exclusion and justification in
the Quality Manual

Qw%‘?i;h,cy

AIS/IMAP o
22 Gy .




SYSTEM DOCUMENTATION

structure?

A typical documentation structure is
shown on the next slide.
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TYPICAL QMS STRUCTURE

specific tasks

Quality
FORMS / / \ \ records
&

Design IT Support Blkttion Training
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DOCUMENT FORMAT

on computer, e.g. accessed via an intranet
browser
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CHOOSING a FORMAT

a computer based solution often has
advantages when it comes to
document and change control
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Implementing 1SO 9001

AISIMAP
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Implementation Phase

AISIMAP
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Implementation Phas:

Putting
planning
into Action

CommunicationTra Internal
ining Audit
Plan

PRODUCING the QMS Documentation

Quality Policy, key objectives

Structure of the organisation

Interfaces, responsibilities

Overview of the Quality System

show approach to Standard requirements
detail and justify any exclusions




PRODUCING the QMS Documentation

processes?
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PRODUCING the QMS Documentation
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PROCESS

AISIMAP
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Resources

D
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PROCEDURE

AIS/MAP
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GOOD PROCEDURE

Realistic - do not specify the impossible

0
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EFFECTIVE IMPLEMENTATION ?

“We have excellent procedures here Smithers
- however we do tend to ignore them”

PROCEDURE DEVELOPMENT

Review and approve
Issue procedure
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PRODUCING PROCEDURES

AISIMAP
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FLOWCHARTS

AISIMAP
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FLOWCHART SYMBOLS

AIS/MAP
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FLOWCHART SYMBOLS

Activity or process

‘ Decision
AISIMAP
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FLOWCHART RULES

PROCESS
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PROCESSES and DECISIONS

mee e requirements:
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RECEIVE
INFORMATION

VERIFY
ACCURACY

CORRECT? MAKE

CORRECTIONS
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Improving the ISO 9001

Implementation

AISIMAP
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Improvement Phase

1. Checking the ‘*ﬁ
QMS
2. Adapting

Improvement Phase

‘Quiality
assurance

Management Internal
Review Audit




Internal Quality

Systems Audits
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AUDIT OBJECTIVES

AISIMAP
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AUDITING STANDARDS

Part 1: Auditing

Part 2 : Qualification criteria for
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ISO 9001:2008

AISIMAP
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8.2.2 INTERNAL AUDIT

oliow-up activities

AIS/MAP
54

AUDIT PROGRAMME




AUDIT TECHNIQUES

OBSERVE
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AUDIT REPORT
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FOLLOW-UP

Audit actions are closed -
records o,
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SUMMARY OF AUDIT PROCESS




BENEFITS OF AUDITING

V a
improvement

AISIMAP
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Preparing for

Certification
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ISO 9001- Steps in Implementation

Review and internal audit

Formal assessment
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Typical
ISO
9001

Action

Plan

Management review n n n
of ISO 9001 systems
Contact ISO 9001 n
Assessment Bodies
Quality Awareness
Training (all staff)
Implement systems/
Internal Audits — (G °0ACI°‘/4:V
Formal ISO 9001
Assessment ]
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KEY QUESTIONS

reviews been conducted?
Are results from these satisfactory?
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FINAL PREPARATION

explain the process
clarify their responsibilities

seek their feedback regarding any
concerns




The Certification

Process
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|
Regulation of the
ISO 9001 |
Certification Wecredit
Process

Certification Bodies
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THE CERTIFICATION PROCESS

STAGE 3: Continuing assessment by
periodic surveillance
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STAGE 1

documents against Standard and
reports results

When satisfactory, Certification Body
produces plan/schedule for assessment
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STAGE 2

If necessary a follow-up visit is arranged

When successful, an Approval Certificate is ...
. 5o,
issued SHZRN
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TYPICAL
ISO 9001
CERTIFICATE
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STAGE 3

Many Certification Bodies operate a 3-
year approval cycle
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SUMMARY

AISIMAP
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QUALITY MANAGEMENT PRINCIPLES

actual approach to decision making
Mutually beneficial supplier relationships
Continual improvement
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Key Principles of ISO 9000

5 KEEP RECORDS OF ACTIVITIES
- evidence of effective operation

6 CARRY OUT REGULAR CHECKS
- inspections, tests, surveys, audits
7 IMPROVE THE SYSTEMS
AISIMAP - |pro-aatiives cmtiimue | imymoxermett gmoresss
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MAIN ASUMPTION !!!
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DISCUSSION POINTS

AISIMAP
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END OF COURSE
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