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THE INSTITUTIONAL ACTORS IN
CERTIFICATION
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Three level hierarchy of the different areas of compliance certification

Source: adapted from G. Mattana, ‘90



MOTIVATIONS FOR CERTIFICATIONMOTIVATIONS FOR CERTIFICATIONMOTIVATIONS FOR CERTIFICATION

OBTAINING A COMPETITIVE
ADVANTAGE

DEMANDED BY EXPORT MARKETS

37

33

20

IN
T

E
R

N
A

L
E

X
T

E
R

N
A

L

IMPROVING EFFICIENCY WITHIN THE
ORGANISATION
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REDUCING
PRODUCT LIABILITY
RISKS

DEMANDED BY THE ITALIAN
MARKET

DEMANDED BY PUBLIC
ADMINISTRATIONS (for
public tenders)

PERCENTAGE OF COMPANIES
SURVEYED THAT RATE THE
MOTIVATION AS RELEVANT OR
VERY RELEVANT.

Source: SDA Bocconi Survey for Assolombarda “Quality for the Development of Small Businesses”, October ‘96.



MATRIX FOR THE STRATEGIC ASSESSMENT
OF CERTIFICATION

MATRIX FOR THE STRATEGIC ASSESSMENTMATRIX FOR THE STRATEGIC ASSESSMENT
OF CERTIFICATIONOF CERTIFICATION

Basic strategic outlook
of the business owner
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Source: M.G. Conca in Small and Medium-Sized Enterprises and Facilitating Policies AA.VV., Egea 1997



THE CERTIFICATION PROCESSTHE CERTIFICATION PROCESSTHE CERTIFICATION PROCESS

Phase “a” Phase “b” Phase “c”

Certification

Maintenance and 
improvement

activities
Preparation 

for certification

Before After

AA BB

Business LifeBusiness Life

Motivations Obstacles Benefits Benefits

PHASES OF THE CERTIFICATION PROCESS

Source:  ©  Maria Gisella Conca, “Quality for the Development of Small Businesses”, 1996.



COMPANY QUALITY SYSTEM
CERTIFICATION PROCEDURE
COMPANY QUALITY SYSTEMCOMPANY QUALITY SYSTEM
CERTIFICATION PROCEDURECERTIFICATION PROCEDURE

The company submits a requestThe company submits a request
to a registration body (registrar)to a registration body (registrar)

The registrar evaluates theThe registrar evaluates the
company’s Quality Manualcompany’s Quality Manual

An audit of the Company’s QualityAn audit of the Company’s Quality
System is carried outSystem is carried out

The Certification CommissionThe Certification Commission
reviews the audit reportreviews the audit report

The registrar issues the certificationThe registrar issues the certification
©©    SDA BOCCONISDA BOCCONI - M.G.  - M.G. CONCACONCA



PARAGRAPH OF ISO STANDARD ISO 9001 ISO 9002 ISO 9003
MANAGEMENT RESPONSIBILITY 4.1 * * O
QUALITY SYSTEM 4.2 * * O
CONTRACT REVIEW 4.3 * * *
PRODUCT DEVELOPMENT AND DESIGN 4.4 * X X
DOCUMENT AND DATA CONTROL 4.5 * * *
PURCHASING REQUIREMENTS 4.6* * X
CUSTOMER-SUPPLIED
PRODUCTS 4.7 * * *
PRODUCT IDENTIFICATION 
AND TRACING 4.8 * * O
PROCESS CONTROL REQUIREMENTS 4.9 * * X
PRODUCT INSPECTION AND TESTING 4.10 * * O
CONTROL OF INSPECTION, TEST
AND MEASURING EQUIPMENT 4.11 * * *
INSPECTION AND TEST STATUS OF PRODUCTS 4.12 * * *
CONTROL OF NONCONFORMING PRODUCTS 4.13 * * O
CORRECTIVE AND PREVENTIVE ACTION 4.14 * * O
HANDLING, STORAGE, PACKAGING 
PRESERVATION AND DELIVERY 4.15 * * *
CONTROL OF QUALITY
RECORDS 4.16 * * O
INTERNAL QUALITY AUDIT REQUIREMENTS 4.17 * * O
TRAINING REQUIREMENTS 4.18 * * O
SERVICING REQUIREMENTS 4.19 * * X
STATISTICAL TECHNIQUES 4.20 * * O

*= Complete requirement

O= More lenient requirement compared with ISO 9001 and 9002    X=  Requirement absent

ISO STANDARD CORRESPONDENCE TABLEISO STANDARD CORRESPONDENCE TABLEISO STANDARD CORRESPONDENCE TABLE



Quality manual
(General)

Procedures
General

Specific procedures,
work instructions, etc

• Quality policy

• Objectives

• Requirements for the QS

• Description of the QS

• Organisation

• Management and control
activities

• Other QM activities of a
general character

• More detailed procedures,
work instructions, etc.
normally drawn up for a
specific project or product
and often divided by topic or
phase such as organisation,
design, etc

QUALITY SYSTEM DOCUMENTATIONQUALITY SYSTEM DOCUMENTATIONQUALITY SYSTEM DOCUMENTATION
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CERTIFICATION AS AN OPPORTUNITY

CERTIFICATION

Improved
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processes
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Clear allocation of
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Precise assignment of
internal functions for
carrying out activities,

and a more clear
identification of

professional profiles
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Tool for reducing
product liability
risks

Enhancement of
perceived imageAccelerator of

business innovation

Determining factor for acquiring
new orders, especially if

operating on the international
marketplace

Distinguishing
factor

(if first mover)

Enhanced
responsiveness to

the company’s
patterns of growth

©©    SDA BOCCONISDA BOCCONI - M.G.  - M.G. CONCACONCA

Remain
competitive

(if late mover)



Quality Manual 3.12Quality Manual 3.12Quality Manual 3.12

Document which states the quality policy of an
organisation and describes its quality system.

Note (1): the quality manual can cover all the activities of an
organisation, or only a part of them. The title and purpose of
the manual will indicate its scope;

Source: UNI EN ISO 8402 October ‘95 Quality Management and Quality Assurance; Terms
and Definitions



Quality Manual 3.12  (continued)Quality Manual 3.12  (continued)Quality Manual 3.12  (continued)

Note (2): the quality manual must, at a minimum, discuss the
following: quality policy, responsibilities, organisational
structure and patterns of interaction between the people
who govern and control activities that affect quality;
quality system procedures and instructions; methods
for controlling the distribution, review and updating of
the manual;

Note (3): the structure and level of detail of the quality manual can
vary depending on the needs of the organisation. It may
consist of more than one document. Depending on its
scope, the title of the manual may include a qualifier such
as: “quality assurance manual” or “quality management
manual”.

Source: UNI EN ISO 8402 October ‘95 Quality Management and Quality Assurance; Terms
and Definitions



QM –CONTENTSQM –CONTENTSQM –CONTENTS

0. Introduction
1. Management Responsibility
2. Quality System
3. Contract Review
4. Product Development and Design
5. Document and Data Control
6. Purchasing Requirements
7. Customer-Supplied Products
8. Product Identification and Tracing
9. Process Control Requirements
10. Product Inspection and Testing
11. Control of Inspection, Test and

Measuring Equipment
12. Inspection and Test Status of

Products

13. Control of nonconforming
products

14. Corrective and Preventive
Action

15. Handling, Storage,
Packaging, Preservation and
Delivery

16. Control of Quality Records
17. Internal Quality Audit

Requirements
18. Training Requirements
19. Service Requirements
20. Statistical Techniques
21. Logistics and Customer

Service
22. Total Quality Management



QUALITY POLICY 3.1QUALITY POLICY 3.1QUALITY POLICY 3.1

Formal statement by senior management of the
organisation’s commitment to quality.

Note: the quality policy is an element of corporate policy and
must therefore be defined by senior management

Source: UNI EN ISO 8402 October ‘95 Quality Management and Quality Assurance; Terms
and Definitions



QUALITY PLAN 3.13QUALITY PLAN 3.13QUALITY PLAN 3.13

Document which sets out the specific operating
methods, resources and frequency for activities
affecting the quality of a given product, project or
contract.

Note (1): a quality plan will typically cross-reference the parts of
the quality manual that are applicable to a specific case;

Note (2): depending on its scope, a qualifier may be added to the
title: quality assurance plan or quality management plan.

Source: UNI EN ISO 8402 October ‘95 Quality Management and Quality Assurance; Terms
and Definitions



THE ISO 9001: 2000 DOCUMENT
issued on 15 December 2000

THE ISO 9001: 2000 DOCUMENT
issued on 15 December 2000

Ø SETS OUT REQUIREMENTS FOR THE “QUALITY
MANAGEMENT SYSTEM”, RATHER THAN FOR THE
“QUALITY SYSTEM” AS PREVIOUSLY

Ø EXPLICITLY ENCOURAGES ADOPTION OF A
PROCESS APPROACH

Ø IS COMPATIBLE WITH OTHER MANAGEMENT
SYSTEMS, FOR EXAMPLE WITH THE ISO 14001
ENVIRONMENTAL MANAGEMENT SYSTEM



QUALITY MANAGEMENT PROCESS MODELQUALITY MANAGEMENT PROCESS MODEL
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THE SCOPE OF THE STANDARD
HAS CHANGED OVER TIME

THE SCOPE OF THE STANDARD
HAS CHANGED OVER TIME

Ø IN ’87 THE FOCUS WAS ON THE PREVENTION OF
NONCONFORMITIES

Ø IN ’94 THE FOCUS WAS ON THE CUSTOMER, BUT
NOT ON EFFECTIVENESS OR CONTINUAL
IMPROVEMENT

Ø IN 2000 THE ORIENTATION OF THE STANDARD IS
TOWARD THE MANAGEMENT SYSTEM OF THE
ORGANISATION



SOME REASONS FOR
THE REVISION OF THE STANDARD

SOME REASONS FOR
THE REVISION OF THE STANDARD

Ø REVISION SCHEDULED EVERY 5 YEARS

Ø DIFFICULTIES ASSOCIATED WITH THE STRUCTURE
OF 20 ELEMENTS, REQUIREMENTS

Ø DIFFICULTY IN APPLYING THE STANDARD TO
SMALL BUSINESSES

Ø EXCESSIVELY PRODUCTION ORIENTED

Ø PROLIFERATION OF ISO 9000 FAMILY DOCUMENTS

Ø NEED TO MOVE BEYOND CERTIFICATION, TOWARD
CONTINUAL IMPROVEMENT


