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Introduction
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/ delivery services, installation and assistance

It allows the certification of a Quality System
by a certification body

1ISO 9001

QUALITY SYSTEM
CERTIFICATE

It is used when we want to show at national
and international levels, the capacity to
monitor all processes related to a product /
service

Introduction: A QUALITY SYSTEM
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DEVELOPMENT PATH OF A QUALITY
MANAGEMENT SYSTEM

CONCEPTUAL AND start DOCUMENTS PRODUCTS
OPERATIONAL INSTRUMENTS

. . Services / professionals /
tables Identify Services nil users customers

Identify and assure i
Correct definition for each service: characteristics nj Services / features
Measurability of Q., standards and indicators Indicators

Flowchart Analysis

Model-_based procedure Analyze process rocedure *Process Flows
Analy_5|s of the data path . Building procedures procedu Data Path
Tracking and Data Processing Making the operational procedures

Results monitoring and nj System Indicators

evaluation of results

Change - Correct
Update - Improve end

ISO 9000:2004 - Terminology

Quality
Level in which a set of intrinsic features satisfies
product or service requirements

Requirement
Need or expectation, which can be manifested or
legally required (binding)

Customer satisfaction
Perception on how much the requirements have
been met




ISO 9000:2004 - Terminology

Quality = features/requirements

If ratiois =1 the features correspond to the requirements of the customer
(Customer satisfied)

If ratio is > 1 the product or service is superior to the expectations/requirements
(Customer surprised) (_ B

If ratio is >> 1 features are quite bigger of the expectations. But often the customer
either does not percieve them or he is not available to pay for.

Waste of money and resources...

If ratio is < 1 what has been realised does not meet expectations.
customer is highly unsatisfied £6

. If this ratio is << 1 the

ISO 9001:2000
The Process approach

Continous improvement

Management
Resposibility
§5

- Measurement

esources Analisys
Management Improvement
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Why Focus on Processes ?

* A process approach provides a constructive, high-leverage
focus...
* as opposed to a focus on people
* Your work force, on the average, is as “good” as it is trained to

be.
* Working harder is not the answer. ,ﬁff‘j
* Working smarter, through process, is the answer. E’Léj

* as opposed to a focus on technology
* Technology applied without a suitable roadmap will not result in
significant payoff.
* Technology provides the most benefit in the context of an
appropriate process setup.

W

Categories of Process Improvement
Benefits

* Continuos improvement benefits fall into the following general categories:
* improved schedule and budget predictability
* improved cycle time
* increased productivity
* improved quality (as measured by defects)
* increased customer satisfaction
* improved employee morale
* increased return on investment
* decreased cost of quality




Relating Quality to the Customer point of view
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The 8 Rules for Quality Management according to
IS0 9001:2000/2008

1. Customer-
oriented
Organization

8. Relationships 2. Leadership
of mutual
benefit with
suppliers
7. Decisions Application of 3. Staff
about Facts the Principles of Involvement
Quality
Management
6. Continuous 4. Process-based
Improvement ‘ approach
5. Systemic
Approach for
Management

The Continuous Improvement is a kind of Super-principle that cross and
influences all other principles




The two main approaches for Improvement

+INNOVATIVE PROJECTS: imply review and improvement of existing
processes or implementation of new processes, these projects are, in
principle, developed by multifunctional working groups, outside the
usual activities [Kairyo]

+CONTINUOUS IMPROVEMENT: activities in small steps, performed
by staff on existing processes [Kaizen]

> The two approaches for improvement >Kairyo

Involve the redesign of existing processes (BPR), should include:

Objectives definition and general outline for an improvement process
Analysis of existing processes and opportunities for change
Definition and planning of process improvement

Implementation of this improvement

Verification and validation of processes for improvement

Assessment of the improvements, including lessons
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The innovative projects should be carried out effectively and efficiently through
the techniques of Project Management.

Upon completion of the changes, should be prepared a new plan as a basis for
an ongoing management process.




> The two approaches for improvement >Kaizen

The staff provides the best ideas, participating in working groups.

These improvement activities have to be kept under control, to assess
the effects.

The staff involved should have authority, technical support and
necessary resources to implement the changes needed for
improvement.

2 The Steps for the
" Improvement

COLLECTION POLITICA
OBIETTIVI

MEASUREMENT,

ACTION

CIPIM INDICATORI

SYNTHESIS

COMMUNICATION




> The Steps for the Improvement

oLiectioy POLITICA
OBIETTIVI

1° Step

2° Step

Identify what is required by the market

Define a COMPANY POLICY

3° Step

4° Step

5° Step

Define measurable
CORPORATE OBJECTIVES

Define accordingly
measurable PROCESS OBJECTIVES

Contro process through

INDICATOR!
SYNTHESIS

COMMUNICATION

PROCESS INDICATORS

Analysis, Measurement and
Improvement

If we don’t measure, we can’t control;
If we can’t control, we can’t manage;
If we can’t manage, we can’t improve;

If we can improve, we impair stability and
competitiveness.
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MEASUREMENTS, ANALYSIS AND IMPROVEMENT

The organizatidreghisiinabMetith at scheduled audits to determine whether the
system of quality management:

a) is accordant to the plans (see 7.1), with the requirements of this international
standard and requirements of the system for quality management established
by the organization itself,

b) has been effectively implemented and maintained updated

{1

Verification program - the importance of processes

Definition of responsibilities and requirements for the conduct of the Audit

Objectivity and impartiality (the internal evaluators can not
performs audit on their work)

AUDIT: Definition

ISO 19011 (audit process)

Process independent, systematic and documented to obtain evidence for
the audit and evaluate objectively in order to determine the extent to which
audit criteria are satisfied

7

1SO 9001
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AUDIT Definition

* Internal Audit, Audit of the first part, as performed by the internal
auditors for management review;

* External Audit, Audit of the second part made from high-level
customers to their suppliers (inclusion in list Suppliers);

* External audits, audit by third party, performed by qualified auditors for

certification bodies

MEASUREMENTS, ANALYSIS AND IMPROVEMENT

INDICATORS

The Organization shall take appropriate methods to monitor and, where
possible, measure the processes of the QMS

Establish indicators of performance is of primary importance to have an
immediate control and promote improvement actions

Key indicator /L\
PROCESS RESULT OBJECTIVE

POSSIBILITY OF MEASURE

11



MEASUREMENTS, ANALYSIS AND IMPROVEMENT
INDICATORS

Indicators have to determine 3 different types of performances...

A
p T ‘

Efficiency Conformity Satisfaction
< Indicators Indicators Indicators

Quality

Features for indicators

Indicators have to be
* clear
* measurable

used to evaluate
* performances
® processes




Some samples of indicators

Some corporate indicators:

BUSINESS AREA | INDICATOR

COMMERCIAL ¢ returned products cost against Total Turnover
e number of Customer Order from the previous year
PLANNING * number of changes made to the original Project

« number of realized projects against number of approved project

PURCHASE  average delay of Suppliers delivery
e average cost of wrong deliveries

PRODUCTION » number of Production errors
e cost of Production errors against Total Turnover

EMPLOYERS
« average hourly cost of employee

« impact of overtime on the Total Work Hours

coltecrioy POLITICA
OBIETTIVI

What to measure

INDICATORI
SYNTHESIS

Systems Performances (from management review)

» Customer Satisfaction (complaints, questionnaires, surveys, focus groups, field and industrial studies,
etc.);

COMMUNICATION

» Economic and financial measurements (analysis of the prevention and detection costs, of non-
compliance cost, of internal external failures costs, etc.).

Process (from Internal Audits)
Examples of measurement: capability, reaction time, measurable aspects of reliability, productivity, use of
technology, wastes reduction, etc.

Products

Examples of measurement: different products features, documentation and acceptance criteria to be taken,
equipment, staff qualifications, materials and processes of the system, inspections and tests, records of the
measurements results, etc.

Stakeholders

Examples of measurement: staff, owners and investors, suppliers and partners, community, etc..
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> The Steps for the Improvement

Examples of Records to support Improvement

CUSTOMERS

v
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Improvements of Customer Satisfaction
indicators

Reduction complaints

Average time for delivery/ product delivering
Percentage of products with incorrect delivery
Percentage of |late delivery

Percentage of satisfied requests from customers

STAKEHOLDERS

EMPLOYEES

v

ANANENEN

Participation and involvement of employees
Role satisfaction

Improvement of work condition
Improvement of prevention and health
Acceptance suggestions for improvement

v’ Compliance with laws and regulatory requirements MEASURENg

Safety

Incomes improvement
Return on investment
Growth of business

Profit per employee
Cost per employee

SN NN NS

Increases of presence in the markets
Comparison with other organizations in the sector (and other sectors)

ACTION
CIPIM

COMMUNICATION

couectioy POLITICA

OBIETTIVI

INDICATORI

SYNTHESIS

NUANE NN NN

Some questions

What data to collect

MEASUREMg

COMMUNICATION

What Processes and Products / Services have to be measured

Who is responsible
How often
With what tools and / or methods

COLLECTION

NDICATORI

SYNTHESIS

14



COLLECTIO! POLITICA
OBIETTIVI

Data Analysis

NDICATORI
SYNTHESIS

COMMUNICATION

Data analysis helps to identify the root-cause of existing or potential
problems and then it guides the decisions for corrective and preventive
actions needed to improvement.

The results of this analysis can be used by the organization to detect:
¢ Trend lines;

e Customer Satisfaction;

¢ Stakeholders Satisfaction;

¢ The effectiveness and efficiency of processes;

e Suppliers contribution;

e success in the objectives of performance improvement of the organization;

e economic aspects of quality and economic, financial and market performance;
e benchmarking;

e competitiveness.

COLLECTION

Data Analysis

NDICATORI
SYNTHESIS

COMMUNICATION

Which statistical techniques to use
Who is responsible

How often

For which target

D N NI NI NN
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Data Analysis —— ool P

OBIETTIVI

INDICATORI
SYNTHESIS

Statistical Techniques COMMUNCATION
Data collection sheet How to document
Bar chart How to read the data
Ishikawa Diagram How to seek the real causes of the problem
Pareto diagram How search priority
Stratification Analysis How to analyse data
Correlation Diagram How study the link between the factors
Control map How is the process behaviors

...the 7 Statistical Tools !!

oLecTio  POLITICA

Some conclusions ey OBIETTIV

INDICATOR]
SYNTHESIS

COMMUNICATION

In ISO 9001 environment the managers should continuously seek to improve
the effectiveness and efficiency of organization’s processes, rather than wait
that a problem highlights the opportunities for improvement.

The improvements may take place in a field ranging from those made
continuously in small steps [Kaizen], to innovative projects [Kairyo].

The organization should establish a Process to Identify and Manage
Improvement Activities.

These improvements may result in changes to products or processes, but also
in the same organization.
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